
Hooperative 

jResearch 

(nd 

development 



Perspectives, Outlook, and 
Policy Development 



July 21, 1994 and 
September 8, 1994 


National Institutes of Health 


Reports of the NIH Panels on 


COOPERATIVE RESEARCH 

AND DEVELOPMENT AGREEMENTS 

Perspectives, Outlook, 
and Policy Development 





Table of Contents 


Overview 1 

CRADA Forum I (July 21, 1994) 

Panel Members 7 

Report of the Panel 9 

CRADA Forum II (September 8, 1994) 

Panel Members 25 

Report of the Panel 27 

Appendix A— CRADA Forum I Background Information 

Agenda A-3 

Mandate A-5 

Case Studies A-9 

Invited Speakers A-21 

Public Testimonies A-22 

Prepared Public Statements A-25 

Appendix B— CRADA Forum II Background Information 

Agenda B-3 

Mandate B-5 

Invited Speakers B-7 


Reports of the NIH Panels on CRADA Forums I and II Hi 



iv 


Table of Contents 




Overview 


The Federal Technology Transfer Act of 1986 (FTTA) authorizes Federal 
laboratories to enter into cooperative research and development agreements 
(CRADAs) with private businesses and other entities. Between 1986 and 1993, 
the National Institutes of Health (NIH) executed a total of 206 CRADAs, most of 
them with industrial partners. As NIH’s experience with CRADAs has grown, 
several issues of concern have developed, leading the agency to seek advice for 
the further development of appropriate policy. 

On July 21, 1994, NIH convened a panel of experts, including scientists and 
administrators from Government, industry, and academia, to address three 
central issues: (1) the scope of research and license rights under a CRADA, 

(2) fair access to CRADA opportunities, and (3) the so-called reasonable pricing 
clause. The third issue elicited by far the most discussion, and accordingly, 

NIH convened a second forum on September 8, 1994, to solicit additional 
advice and recommendations from primary consumers and other public interest 
groups. CRADA Forum II focused on the reasonable pricing clause and ques- 
tions about the appropriate return on the Government’s investment in biomedi- 
cal research: (1) what kind of return is appropriate, (2) how much return is 
appropriate, and (3) how NIH should balance public payback and new product 
development. 

Because of the overlap in the focus of these two panels, their reports are 
included in this single document along with supporting documents and back- 
ground materials that were considered by the panels. These materials will be 
provided to the Advisory Committee to the Director, NIH, for consideration at 
its meeting on December 1-2, 1994. NIH will then be in a position to consult 
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with the Assistant Secretary for Health, Department of Health and Human 
Services, and other key policymakers to decide what options best promote 
NIH’s dual missions — pursuing new biomedical knowledge and facilitating 
technology transfer — while maximizing the public investment in biomedical 
research. 
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OV BEAlr* 


DEPARTMENT OF HEALTH & HUMAN SERVICES 



OCT l 4 M 

Harold Varmus, M.D. 

Director 

National Institutes of Health 
9000 Rockville Pike 
Bethesda, MD 20892 

Dear Dr. Varmus: 


Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 


On behalf of the Co-Chair, Dr. Robert Nussenblatt, and the Panel members, I am 
pleased to transmit to you the final report of the first ad hoc consultant 
group to the Advisory Committee to the Director, NIH, on "NIH Collaborative 
Research and Development Agreements (CRADAs): Perspectives, Outlook, and 
Policy Development". 

The Panel's mission was to assess three aspects of present CRADA policies: 

I) the scope of the research and license rights under a CRADA; 2) fair access 
to CRADA opportunities; and 3) reasonable pricing clause. In carrying out its 
charge, the Panel addressed a number of important questions, including: what 
are the different types of research collaborations that are conducted under 
the CRADA mechanisms; should fair access, reasonable pricing, and other 
administrative policies be differentially applied to the different types of 
CRADAs; is it appropriate to negotiate licensing terms at the inception of the 
CRADA, before it is known what technology will be invented and how it can be 
best licensed to further the public's interest; how should NIH preserve the 
fundamental nature of the research collaboration, which arise from the 
knowledge and the relationships of the scientists, while ensuring fair access 
to CRADA opportunities for U.S. businesses; and should the "reasonable 
pricing" clause be used by NIH as a mechanism to reflect the public investment 
in NIH-supported research in the products brought to market through 
NIH/private sector collaborations. 

This Report sets forth the findings and recommendations of the Panel, which 
are based upon presentations from invited speakers, testimony from public 
witnesses, and the deliberations of the Panel on July 21, 1994. The Panel 
trusts that these recommendations will be useful in improving NIH CRADA 
policies and ensuring that national health goals continue to be enhanced by 
the research conducted at the NIH. 


Sincerely, 



Michael M. Gottesman, M.D. 
Panel Co-Chair and 
Acting Deputy Director for 
Intramural Research 




CRADA Forum I Panel Members 


Chairpersons 

Dr. Michael Gottesman 
Acting Deputy Director for Intramural 
Research 

Bldg. 1, Room 114 
National Institutes of Health 
Bethesda, MD 20892 

Dr. Robert Nussenblatt 
Scientific Director 
National Eye Institute 
Bldg. 10, Room 1 0N/202 
National Institutes of Health 
Bethesda, MD 20892 


Members 

Mr. Paul Armond 
Senior Project Analyst 
Pfizer, Inc. 

Eastern Point Rd. 
Groton, CT 06340 


Dr. James Barrett 
Chief Executive Officer 
Genetic Therapy, Inc. 

938 Clopper Rd. 

Gaithersburg, MD 20878 

Dr. Michael Blaese 
Chief, Clinical Gene Therapy Branch 
National Center for Human Genome 
Research 

Bldg. 49, Room 2A03 
National Institutes of Health 
Bethesda, MD 20892 

Mr. Steven Carter 
Vice President of Research and 
Development 
Bristol Myers Squibb 
P.O. Box 4000 
Princeton, NJ 08543-4000 

Mr. Allan Fox 

Fox, Bennett and Turner 

750 17th St., NW. 

Suite 1100 

Washington, DC 20006 


Reports of the NIH Panels on CRADA Forums I and II 


7 




Dr. Edwin Gemrich 
Senior Contracts Manager 
Research Contracts Division 
Upjohn Company 
7000 Portage Rd. 

Kalamazoo, MI 49001 

Dr. Brian Mahy 

Director, Division of Viral and Rickettsial 
Disease 

Centers for Disease Control and 
Prevention 
Mail A30 

Atlanta, GA 30333 

Dr. Harry Malech 
Deputy Chief 

Laboratory of Host Defenses 
National Institute of Allergy and 
Infectious Diseases 
Bldg. 10, Room 11N113 
National Institutes of Health 
Bethesda, MD 20892 

Dr. Steven Paul 

Vice President for CNS Discovery 
Research 

Eli Lilly and Company 
Lilly Corporate Center 
Indianapolis, IN 46285 

Dr. Dinah Singer 
National Cancer Institute 
Bldg. 10, Room 4B17 
National Institutes of Health 
Bethesda, MD 20892 

Dr. Alison Taunton-Rigby 
President and CEO 
Mitotix 

One Kendell Square 
Bldg. 600 

Cambridge, MA 02139 


Dr. William Terry 

Senior Vice President of the Brigham 
Medical Center 

Brigham and Women’s Hospital, Inc. 

75 Francis St. 

Boston, MA 02115 

Ms. Mary Jo Veverka 
Deputy Commissioner for Management 
and Systems 

U.S. Food and Drug Administration 
Room 14-57 
5600 Fishers Ln. 

Rockville, MD 20857 


NIH Liaison 

Ms. Daryl A. (Sandy) Chamblee, J.D. 
Acting Deputy Director for Science Policy 
and Technology Transfer 
Bldg. 1, Room 103 
National Institutes of Health 
Bethesda, MD 20892 

Ms. Barbara McGarey, J.D. 

Deputy Director 
Office of Technology Transfer 
National Institutes of Health 
6011 Executive Blvd., Suite 325 
Rockville, MD 20852 


8 


CRADA Forum I 




CRADA Forum I: Report of the Panel 


Executive Summary 

The Federal Technology Transfer Act of 1986 (FTTA) authorizes Federal 
laboratories to enter into cooperative research and development agreements 
(CRADAs) with private businesses and other entities. Between 1986 and 1993, 
the National Institutes of Health (NIH) executed a total of 206 CRADAs, most of 
them with industrial partners. As NIH’s experience with CRADAs has grown, 
several issues of concern have developed, leading the agency to seek advice for 
the development of appropriate policy. On July 21, 1994, NIH convened a 
panel of experts, including scientists and administrators from Government 
(primarily NIH), industry, and academia, to address three central issues: 

1. the scope of research and license rights under a CRADA, 

2. fair access to CRADA opportunities, and 

3. the so-called “reasonable pricing” clause. 

With regard to the first issue, panelists concurred that the agreement (in- 
cluding the research plan) must be drawn as clearly and carefully as possible. 
Some industry panelists expressed a preference for a broad research plan, while 
NIH panelists felt that the plan should be narrow enough to protect the scien- 
tific freedom of Government investigators. Similarly, some industry panelists 
felt that the option to negotiate for a license on the resulting technology was 
insufficient incentive; they would prefer an option on the license itself. Several 
NIH panelists pointed out the difficulty and risk of negotiating a license before 
it. is known what intellectual property might be developed. The panel did 
reach consensus on three points: (1) that the scope of the research should be 
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narrow, although some flexibility was needed on a case-by-case basis; (2) that 
NIH should not require a commercialization plan at the time the CRADA is 
negotiated; and (3) that NIH should consider revising its current policy of 
prohibiting the up-front grant of a license within the CRADA. 

The panel also supported the concept of fair access to CRADA opportuni- 
ties. They concluded that existing Public Health Service (PHS) guidelines 
ensure reasonable and appropriate access to the overall CRADA process, and 
that NIH technology transfer personnel conduct a wide range of activities 
designed to identify CRADA opportunities. One NIH panelist presented the 
view that there is no legal requirement to ensure equal access for every poten- 
tial partner to every potential CRADA. However, the panel also recommended 
that NIH have a rational and defensible basis for the final choice of collaborator 
or collaborators in any given CRADA. 

The reasonable pricing clause proved to be far more contentious. Some 
panelists from industry opposed its inclusion in any form, claiming that it poses 
a disincentive to industry. Some NIH investigators reported that potential 
collaborations are not pursued because industrial collaborators object to the 
clause. Other panelists pointed out that the clause is neither the best nor the 
only way to address the pricing of new technology, nor is it necessary to ensure 
a fair return on the Government’s investment in biomedical research. Some 
public interest groups also opposed the clause because it might delay the 
availability of new drugs, but one speaker felt that it helped to ensure that new 
drugs would be available at a fair price. Several panelists pointed out that a 
number of other protections are already included in technology licenses, while 
other panelists suggested several additional mechanisms that might be used to 
ensure that the public investment in the collaborative research was adequately 
reflected without erecting barriers to collaborative research. The mechanisms 
suggested included requiring “accessibility plans,” removing the clause from 
some but not all CRADAs, and reserving the clause for unique “breakthrough” 
drugs for which there is no effective substitute. 


Introduction 

Both the health of the American people and the competitiveness of U.S. 
industry can be greatly enhanced if new technologies that are developed in PHS 
laboratories are commercialized by American companies. To encourage com- 
mercialization, the FTTA authorizes Federal laboratories to enter into CRADAs 
with numerous entities, including private businesses. Under a CRADA, com- 
panies may provide funds, personnel, services, and property in support of 
collaborative research with PHS scientists. Federal laboratories may provide all 
of these resources except funds, and the Government may also grant to their 
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collaborators, in advance, intellectual property rights on any invention made by 
a Federal employee under the terms of the agreement. The FTFA explicitly 
gives preference to small businesses and to business units located in the United 
States that agree to manufacture the resulting products substantially in the 
United States. 

Since 1986 through fiscal year (FY) 1993, NIH has executed a total of 206 
CRADAs, most of them with industrial partners. These agreements have cov- 
ered a broad range of research, from the initial application of basic discoveries 
to advanced clinical trials. In some cases, because of the nature of the research 
or the intellectual property position of the collaborator, no invention (and 
hence no new intellectual property) was expected or likely to result from the 
research. In other cases, new intellectual property was developed during the 
collaboration. In still others, NIH had extensive intellectual property protection 
on a technology that was licensed by a CRADA collaborator and further devel- 
oped under the CRADA. 

As the Government’s experience with CRADAs has grown, several issues of 
concern have developed, prompting NIH to seek advice for the development of 
appropriate policy. On July 21, 1994, NIH convened a panel of experts in a 
public forum to discuss issues related to CRADAs. The 15-member panel was 
cochaired by Dr. Michael Gottesman, Acting Deputy Director for Intramural 
Research, and Dr. Robert Nussenblatt, Scientific Director, National Eye Institute, 
NIH. Other members of the panel included executives from large and small 
biotechnology and pharmaceutical companies, PHS scientists, and Government 
and university administrators. Forum I focused on three central issues: 

1. Scope of research and license rights under a CRADA. What types 

of research are conducted under the CRADA mechanism, and how do 
they differ with regard to the activities and contributions of each party? 
Should public policy and CRADA contracts reflect these differences? 
How can the research plan ensure flexibility for following up un- 
expected results? When is it appropriate to negotiate licensing terms 
at the inception of the CRADA — that is, before anyone knows what 
technology might be invented? 

2. Fair access to CRADA opportunities. How should NIH preserve the 
fundamental nature of the research collaboration, which arises from 
the knowledge and relationships of the scientists, while ensuring fair 
access to CRADA opportunities for U.S. businesses? Does industry have 
difficulty obtaining information or access to CRADA opportunities? 

3. Reasonable pricing clause. Given the mandates of NIH to support 
research and to transfer the results of that research to advance the 


Reports of the NIH Panels on CRADA Forums I and II 


11 




public health, should the reasonable pricing clause be used to reflect 
the public investment in NIH-supported research when products are 
brought to market through CRADAs? What other mechanisms are 
available to NIH to achieve this goal? 

This report presents the deliberations, findings, and conclusions of the 
panel with regard to these three issues and the CRADA process in general. 


Issue 1: Scope of Research and License Rights under a 
CRADA 

Scope of Research 

Panelists concurred that the agreement (including the research plan) must 
be drawn as clearly and carefully as possible. In particular, the research plan 
should delineate a finite area of investigation and the precise limits of the 
collaboration; the research plan should specify exactly what each party will be 
doing within the collaboration. Some panel members from industry favored 
more broadly defined research plans in order to maximize the scope of license 
rights obtained from their investment in the collaboration. NIH panelists felt 
that the scope should be narrow enough to ensure that the collaboration does 
not unreasonably limit the ability of NIH investigators to share scientific 
information, pursue new research directions, or enter into additional CRADAs 
with other collaborators. In general, NIH prefers applied research rather than 
basic research as the subject matter for CRADA collaborations. However, one 
panel member from industry noted that the FTTA contains no such preference 
and urged that NIH not limit its CRADA collaborations to applied research. 
Panel members agreed that delineating the scope of the research plan would 
have to be addressed on a case-by-case basis; that NIH and industry would have 
to be flexible in negotiating appropriate scope; and that both sides of the 
collaboration should acknowledge the tension between their respective inter- 
ests with regard to defining the scope of research. 


Scope of License Rights 

Consistent with the FTTA, NIH CRADAs provide an option to negotiate an 
exclusive or nonexclusive license for the commercialization of inventions made 
by NIH employees in the conduct of the CRADA (“CRADA inventions”). The 
advantage the company realizes from this provision is that the collaborator can 
negotiate licenses outside the competitive process that otherwise governs the 
licensing of Government technology; CRADA license negotiations also tend to 
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be faster and simpler. Industry panelists expressed concern that an option to 
negotiate for a license is not always sufficient to allow companies to raise 
necessary capital; they would prefer an option on the license itself. 

Several NIH panelists pointed out the difficulty and risk of negotiating the 
terms of a license, particularly an exclusive license, before it is known what 
intellectual property (if any) will be developed, and what the best way of com- 
mercializing it will be. In addition, certain CRADA inventions, such as research 
tools, may not be appropriate for exclusive licensing; to grant such a license at 
the time of the CRADA would frustrate NIH’s desire to encourage the wide dis- 
semination of such technologies. Panel members from industry acknowledged 
these concerns but pointed out that industry faces and resolves similar issues 
in agreements with universities and other companies, to the extent possible, 
through thoughtful drafting of each particular agreement. Panelists discussed 
various ways to address these concerns with the CRADA mechanism, including 
the following: 

• reversion of license rights to NIH if there is lack of commitment or 
inadequate development of a CRADA invention; 

• exemption of research tools from the license option or particular 
clauses requiring nonexclusive licensing; 

® clauses requiring sublicensing in particular circumstances; or 

® specification of royalty ranges and caps for particular types of 
technologies. 

Panelists from NIH pointed out that providing an option to a license in the 
CRADA could also have an adverse effect on small businesses, which would 
have to demonstrate their ability to develop commercially a wide range of 
potential inventions. Currently, a prospective CRADA partner need only show 
itself capable of performing the research delineated in the research plan. If a 
CRADA invention is made and the collaborator decides to negotiate a license, 
the collaborator must show at that time its ability and commitment to commer- 
cialize the subject technology. Collaborators that are unable or unwilling to 
commercialize the technologies will not obtain the rights, and NIH will con- 
sider the technology available for competitive licensing as part of the general 
intramural research portfolio. Panel members from industry acknowledged this 
potential problem for small businesses. 

The panel agreed that NIH should not adopt a policy of requiring detailed 
commercialization plans at the time a CRADA is negotiated. However, the 
panel also agreed that NIH should consider revising its current policy of 
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prohibiting the up-front grant of an option to a license within the CRADA. The 
panel did recognize, however, the difficulty of arriving at licensing terms at a 
stage in which the nature of a potential invention is not clear and the relative 
contribution of the CRADA partners cannot be fairly evaluated. 


Issue 2: Fair Access to CRADA Opportunities 

The panel supported the concept of fair access to CRADA opportunities, 
but it pointed out that the CRADA is not subject to the normal Federal pro- 
curement process. Specifically, the FTTA does not require that CRADAs be 
competed, although it does give “consideration” to small businesses and “pref- 
erence” to business units that are located in the United States and will substan- 
tially manufacture the resulting products domestically. Existing PHS guidelines 
ensure fair and appropriate access to the overall CRADA process, but there is no 
requirement to ensure equal access for every potential partner to eveiy poten- 
tial CRADA. 

For example, many CRADAs grow out of preexisting relationships and in- 
formal exchanges between Government scientists and their colleagues in the 
private sector. In other cases, the industrial partner may bring to the collabora- 
tion a unique resource — in some cases a proprietary drug— or a unique form of 
expertise. In such cases there may be no need to advertise; there may in fact 
be no other potential partner. When NIH is actively seeking a partner to ad- 
vance or exploit its research, on the other hand, then it is both appropriate and 
advantageous to advertise the cooperative opportunity in order to help find the 
best partner or partners for each particular case. The panelists agreed that all 
potential collaborators should have access to CRADA opportunities, in general, 
and that there must be a rational and defensible basis as well as appropriate 
documentation for the final choice of collaborator^) in any given CRADA. 

The panel also found that NIH technology transfer personnel are engaged 
in a wide range of activities designed to identify CRADA opportunities and 
respond to requests from both private companies and intramural investigators. 
Opportunities for CRADAs are advertised in appropriate publications. In addi- 
tion, all of NIH’s research activities, research results, and patent applications are 
available electronically through the Internet system. 


Issue 3: Reasonable Pricing Clause 

In 1989 PHS, the parent organization of NIH, adopted the following policy 
statement with respect to the pricing of products developed in part through 
research at intramural NIH laboratories: 
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DHHS has responsibility for funding basic biomedical research, 
for funding medical treatment through programs such as Medi- 
care and Medicaid, for providing direct medical care, and more 
generally, for protecting the health and safety of the public. 

Because of these responsibilities and the public investment in 
the research that contributes to a product licensed under a 
CRADA, DHHS has a concern that there be a reasonable rela- 
tionship between the pricing of a licensed product, the public 
investment in that product, and the health and safety needs of 
the public. Accordingly, exclusive commercialization licenses 
granted for NIH/ADAMHA intellectual property rights may re- 
quire that this relationship be supported by reasonable 
evidence. 

This statement of PHS policy is contained in Appendix A of the model PHS 
CRADA. Section 1 6 of the main body of the model PHS CRADA contains a 
slight restatement of this policy. 1 If intellectual property is created by PHS 
employees under a CRADA, and the outside partner exercises its right under the 
CRADA to negotiate an exclusive license, the pricing provision of the model 
PHS exclusive license would be applicable. The model PHS exclusive license 
contains the following pricing provision: 

DHHS has responsibility for funding basic biomedical research, 
for funding medical treatment through programs such as Medi- 
care and Medicaid, for providing direct medical care and, more 
generally, for protecting the health and safety of the public. 

Because of these responsibilities, and the public investment in 
the research that culminated in the Licensed Patents Rights, 

PHS may require LICENSEE to submit documentation in confi- 
dence showing a reasonable relationship between the pricing 
of a Licensed Product, the public investment in that product 
and the health and safety needs of the public. This paragraph 
shall not restrict the right of LICENSEE to price a Licensed 
Product or Licensed Process so as to obtain a reasonable 
profit for its sales or use. This Paragraph 5.03 does not permit 
PHS or any other government agency to set or dictate prices 
for Licensed Products or Licensed Processes. 


1 “NIH/ADAMHA have a concern that there be a reasonable relationship between the pricing of a 
licensed product, the public investment in that product, and the health and safety needs of the 
public. Accordingly, exclusive commercialization licenses granted for NIH/ADAMHA intellectual 
property rights may require that this relationship be supported by reasonable evidence.” 
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A major factor leading to the adoption of these pricing provisions by the 
PHS was congressional and public reaction to the launch price of #8,000 to 
#10,000 per patient per year for azidothymidine (AZT), the drug for acquired 



product, but that the clause itself should not be part of most CRADAs. Other 
panelists from industry were opposed to including the reasonable pricing 
clause in any form, claiming that it poses a disincentive to industty by its mere 
presence in the CRADA. Several companies represented on the panel have 


tial partners object to this clause. 

Public interest groups expressed both support for and opposition to the 
reasonable pricing clause. One speaker believed that some sort of protection is 
needed to ensure that new drugs are available at a fair price and that the Gov- 
ernment gets a reasonable return on its investment in biomedical research. 
However, other speakers expressed concern that the clause may backfire if it 
proves to be an impediment to CRADAs and, indirectly, to the development of 


the Government or the consumer. In many cases, the broader interests of 


researched and developed. 


Industry panelists noted, and NIH panelists agreed, that the FTTA does not 
require NIH to address pricing as part of its technology transfer mandate. The 
FTTA does not address the issue of pricing, and PHS (with NIH as its lead 
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that has addressed the issue in its CRADA policy or model agreement. 2 As a 
result, panel members from both industry and academia advised that the rea- 
sonable pricing clause has become a barrier to technology transfer and that PHS 
and NIH should consider removing the clause in order to promote the goals of 
the FTTA and to ensure the development and commercialization of new medi- 
cal technologies. 

A number of additional concerns about the PHS pricing clause were cited, 
primarily by panelists from industry, including the following: 

• The PHS pricing clause is the wrong way to address the pricing of new 
technologies. The cost of new technologies such as new drugs, and of 
health care generally, is a valid and serious concern but requires a 
comprehensive approach. However, the issue of how best to develop 
new products, including drugs, should be segregated from the issues of 
how to fairly price and pay for these products. This narrow class of 
research and development agreements — CRADAs and exclusive licenses 
between NIH and industry — is the wrong place to address pricing, 
which is a cost and access issue. As a biomedical research agency, NIH 
is not within its mission or its competence in evaluating or regulating 
drug prices. Congress, perhaps within the context of the broad, on- 
going debate on how to reform the health care system, should carefully 
weigh these compelling interests and fashion a solution that preserves 
the incentives for the private sector to develop new technologies while 
providing mechanisms to ensure that these breakthrough products 
reach the American public at a reasonable cost. 

« The PHS pricing clause has proven to be a major barrier to some 
potentially important collaborations. About 10 firms have indicated 
an unwillingness to enter into CRADA and licensing agreements with 
NIH that contain the reasonable pricing clause. This apparent reluc- 
tance may also extend back to the informal relationships out of which 
such agreements normally grow and to materials transfer agreements, 
which do not normally even involve cooperative research. NIH should 
do more than eliminate barriers to collaborative research; it should 
provide more incentives. Already there are important areas of 
research — such as chemopreventatives, addictive diseases, and anti- 
malaria and antiepilepsy treatments— where industry needs incentives 
to develop and market drugs arising from new technology develop- 
ment. Industry believes the clause adds to the uncertainty about drug 


2 In addition to PHS, only the U.S. Department of Interior’s Bureau of Mines has implemented 
a pricing clause, which appears to have been explicitly modeled on that of PHS. 
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development at a time when the pharmaceutical market is changing 
profoundly. With 1,300 small biotechnology firms now competing to 
develop and market new drugs, success is increasingly uncertain. The 
current debate over health care reform also introduces additional un- 
certainties. Less than one promising drug in a thousand ever gets 
approved and marketed, and only a third of those ever earn back the 
company’s investment. Under the patent system, it is believed that one 
result of monopolistic pricing of an individual product in a highly 
competitive marketplace will be to stimulate new and innovative re- 
search on competing products that might be more effective or afford- 
able, or both. 

• The PHS pricing clause is not necessary to ensure a fair return on the 
Government’s investment. It can be argued that the Government 
already gets a fair return on its investment in the form of new product 
development, faster product development, and royalties on licenses for 
drugs and other products that result from Government inventions. In 
cases of limited Government involvement in product development, the 
clause should not be triggered. In the kind of early-stage research 
pursued under many CHAD As, the Government’s financial investment 
and intellectual contribution can be relatively minor in comparison 
with the involvement of industry in bringing the drug to market. In 
such cases, the Government’s involvement in the research may not 
warrant subsequent Government scrutiny in pricing. 

® The clause is vague and difficult to enforce. “Reasonable” does not 
always mean “cheap” or “inexpensive.” In some cases a fair and rea- 
sonable price-— a price that reflects the size of the company’s invest- 
ment and the risk of the undertaking — may appear very expensive 
indeed. The FTTA does not expressly authorize the pricing clause or 
specify any enforcement mechanism. The clause does not specify what 
standards should be employed to determine whether there is a “rea- 
sonable relationship” among the price of a product, the Government’s 
involvement in the product’s development, and the health and safety 
needs of the public. In addition, the clause does not establish any 
enforcement procedures and sanctions to apply in cases in which a 
“reasonable relationship” is not established. 

Alternatives to the Reasonable Pricing Clause 

Panelists from NIH neither agreed nor disagreed with these industry views. 
Some NIH panelists restated their opinion that there must be a reasonable 
relationship between the public investment in a product and its price. If NIH 
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were to remove or revise the clause, it would have to do so in a way that pro- 
tects the interests of the Government and the people of the United States while 
promoting the original intent and goals of the FTTA. 

Some industry panelists stated that there is no obvious way to modify the 
reasonable pricing clause itself that would be acceptable to them. However, 
various panelists cited a number of protections that are already in place and 
might be strengthened; they also suggested several additional mechanisms that 
might ensure a reasonable price without erecting new barriers to cooperative 
research and technology transfer: 

® Modify the Government’s exclusive license to ensure reasonable avail- 
ability. The Government’s exclusive license contains numerous provi- 
sions under which a company’s exclusive right to practice a Govern- 
ment invention can be modified or terminated if the license does not 
meet agreed-upon performance standards or milestones or otherwise 
fails to commercialize the technology expeditiously. These clauses 
could be modified to allow termination if a company fails to keep a 
product reasonably available to the intended patient population. 

@ Emphasize the use of Government “march-in ” rights to protect against 
abuses. These provisions allow the Government to practice the inven- 
tion for its own use or in emergencies. These rights have been used in 
the past to accomplish the prompt, widespread, and economical dis- 
semination of new vaccines. 

© Require drug companies to use other mechanisms to ensure patient 
access to drugs. Several drug companies have already established so- 
called indigent programs that provide drugs at reduced rates, and 
sometimes free, to certain patients who cannot afford them. In the 
past, these programs sometimes have been criticized as public relations 
efforts that are too small or too limited to have any real effect. The 
Government could encourage such programs by providing incentives to 
the companies to expand them and make them more effective. How- 
ever, academic panelists pointed out that such guaranteed-access initia- 
tives shift costs without controlling prices. 

© Remove the reasonable pricing clause from some but not all CRADA 
contracts. Examples include very early stage research and agreements 
under which drug companies provide proprietary drugs for the use of 
NIH investigators. 

® Reserve the reasonable pricing clause, or some modification of it, for 
cases in which there is no effective substitute for the drug in question. 
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As noted above, however, high prices for monopolistic products have 
tended to stimulate research on substitutes, alternatives, and 
competitors. 


General Findings 

The mission of NIH is to pursue and apply fundamental knowledge that 
can improve the health of all Americans. The NIH intramural research program 
has proved to be a uniquely valuable biomedical resource. Government- 
industry collaboration is critical for the prompt commercial development of 
new products arising out of NIH research. The CRADA has proved to be an im- 
portant and effective mechanism for encouraging such collaboration. 

The purpose of the FTTA is to facilitate the transfer of commercially useful 
technology from the Federal laboratories to the private sector to benefit the 
American public through such means as the CRADA mechanism. The statute 
does not require Federal laboratories to consider issues of pricing, and the 
inclusion of the so-called “reasonable pricing” clause in the model CRADA has 
generated growing criticism from NIH’s industrial collaborators. NIH should 
seek to provide greater flexibility in negotiating this and other provisions of a 
CRADA, provided that the broad interests of the government and consumers are 
still protected. NIH should also seek to simplify, streamline, and expedite the 
process of negotiating all CRADAs. 
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Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 


Harold Varmus, M.D. 

Director 

National Institutes of Health 
9000 Rockville Pike 
Bethesda, MD 20892 

Dear Dr. Varmus: 

On behalf of the Panel members, I am pleased to transmit to you the final 
report of the second ad hoc consultant group to the Advisory Committee to the 
Director, NIH, on "NIH Collaborative Research and Development Agreements 
(CRADAs): Perspectives, Outlook, and Policy Development". 

The Panel's discussion focused only on the third aspect of the July 21 CRADA 
Forum -- the "reasonable pricing" clause. In particular, its mission was to 
assess the value of the government's investment in biomedical research and 
determine what kind of return is appropriate; how much return is appropriate; 
and how should the NIH balance public payback and new product development. 
Questions considered by the panel included: is the public investment in 
products developed through licensing NIH technologies adequately reflected by 
the payment of royalties and the expeditious development of new products; if 
additional types of returns are desired, should these be tailored according to 
the amount of the NIH investment and the stage of the investment in the 
product development continuum; and if scrutiny of product pricing is 
appropriate to ensure reflection of the public investment, are NIH licenses 
the right vehicle in which to require the scrutiny. 

This Report sets forth the findings of the Panel, which are based upon 
presentations from invited speakers, testimony from public witnesses, and the 
deliberation of the Panel on September 8, 1994. The Panel trusts that these 
findings will be useful in improving NIH CRADA policies and ensuring that 
national health goals continue to be enhanced by the research conducted at the 
NIH. 
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Panel Chair and 

Acting Deputy Director for 

Science Policy and Technology Transfer 
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CRADA Forum II: Report of the Panel 


Executive Summary 

On July 21, 1994, the National Institutes of Health (NIH) convened a forum 
to solicit advice and recommendations from the biotechnology and pharma- 
ceutical industries, the academic research community, and the public on issues 
relating to cooperative research and development agreements (CRADAs). Of 
the three general questions addressed by CRADA Forum I, the “reasonable 
pricing” clause elicited the most discussion from industry, NIH scientists, and 
the public. Accordingly, NIH convened a second forum on September 8, 199 4, 
to solicit additional advice and recommendations from primary consumers and 
other public interest groups. CRADA Forum II focused on the reasonable 
pricing clause and on three broader questions about how to repay the Govern- 
ment’s investment in biomedical research: (1) what kind of return is appropri- 
ate, (2) how much return is appropriate, and (3) how NIH should balance 
public payback and new product development. 

The panel concluded that there were both qualitative and quantitative 
returns on the Government’s investment. Among the former are the scientific 
benefits of public-private collaboration and the development of new medical 
products; among the latter are royalties paid to NIH and lower prices on new 
products. The panel reached consensus on the following hierarchy of returns 
to the public for its investment in biomedical research: (1) fostering scientific 
discoveries, (2) rapid transfer of these discoveries to the bedside, (3) accessibil- 
ity of resulting products to patients, and (4) financial returns in the form of 
royalties. 
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There has been no decline in the number of NIH C RADAs or technology 
licenses, but the panel heard anecdotal evidence and the testimony of NIH 
investigators that some types of collaboration are becoming difficult or impossi- 
ble to negotiate. Industry panelists reported that their problem with the clause 
had largely to do with its uncertainty: they were unable to ascertain how or 
when the Government might intervene in a pricing decision. The panel con- 
cluded that the clause is perceived to be a problem and that NIH should do 
something about this perception. 

The panel was not able to agree on a single, specific course of action for 
NIH. Most of the panelists agreed that, at a minimum, NIH should revise the 
clause to clarify its meaning and intent. Most of them also agreed that there 
are at least some types of NIH-private sector collaboration in which the clause 
is inappropriate and might be removed. Many panelists felt that, instead of the 
reasonable pricing clause, NIH should require an accessibility plan, just as it 
now requires a commercialization plan. 


Introduction 

The Federal Technology Transfer Act of 1986 (FTTA) authorizes Federal 
laboratories, including NIH, to enter into C RADAs with numerous entities, 
including private businesses. The purpose of FTTA and C RADAs is to encour- 
age the transfer and commercialization of new technologies that are developed 
in Government laboratories. Between 1986 and the end of fiscal year (FY) 
1993, NIH executed 206 CRADAs, most of them with industrial partners. These 
agreements have covered a broad range of research, from the initial application 
of basic discoveries to advanced clinical trials. 

In 1989 the Public Health Service (PHS), NIH’s parent organization, 
adopted a policy statement expressing concern that, because of the public 
investment in the research that leads to a product licensed under a CRADA, 
there should be “a reasonable relationship between the pricing of a licensed 
product, the public investment in that product, and the health and safety needs 
of the public.” Exclusive licenses for NIH intellectual property rights may 
require the company to support this relationship with “reasonable evidence.” 

A major factor in the adoption of these provisions was the reaction of 
Congress and the public to the launch price of $8,000 to $10,000 per patient 
per year for azidothymidine (AZT), a drug for acquired immunodeficiency 
syndrome (AIDS) developed by the Burroughs-Wellcome Company with sub- 
stantial NIH involvement, but not under a CRADA. However, NIH investigators 
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and their industry colleagues have expressed concern that the reasonable pric- 
ing clause poses a barrier to expanded research collaboration. This issue 
elicited the most discussion in the CRADA Forum I, held on July 21, 1994. 

Accordingly, NIH convened CRADA Forum II on September 8, 1994, to 
solicit additional comment, advice, and recommendations from primary health 
care product consumers and other public interest groups on how best to reflect 
the public’s investment in new health care products arising from NIH research. 
CRADA Forum II was chaired by Ms. Daryl A. (Sandy) Chamblee, Acting Deputy 
Director for Science Policy and Technology Transfer, NIH. In addition to NIH 
researchers and administrators, the 15-member panel included representatives 
of consumer and health action groups, academic research institutions, and 
biotechnology and pharmaceutical companies. The panel also included William 
Corr, Deputy Assistant Secretary for Health. 

The question to be addressed by the panel was whether the reasonable 
pricing clause was an appropriate and effective way to reflect the public’s 
investment in health care products arising from NIH-supported research, and if 
not, what other mechanisms are available to NIH to achieve this goal. The 
panel focused on three questions: 

1. What kind of return on the public investment is appropriate? Is the 
public investment in products developed through licensing NIH tech- 
nologies adequately reflected through the payment of royalties and the 
expeditious development of new products? If not, is it also suitable for 
NIH to become involved in “downstream” issues of marketing and dis- 
tribution, such as the pricing of such products? How else could or 
should the public investment be reflected? 

2. Hotv much return on the public investment is appropriate? NIH cur- 
rently obtains a financial payback from licensees for the right to de- 
velop Government technology in the form of license execution fees, 
minimum annual royalties, and royalties on net sales. NIH also en- 
sures expeditious product development through benchmarks and mile- 
stone requirements within the license. NIH negotiates this financial 
and “development” return on a case-by-case basis, taking into account 
the type of technology, the amount of Government investment (both 
financial and intellectual), the stage of development of the technology, 
and the public health benefit or research value of the technology. If 
additional types of return are desired, should they also be tailored 
according to the amount of the NIH investment and the stage of the 
investment in the product development continuum? As with royalties 
and development benchmarks, should NIH negotiate for additional 
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types of payback on a case-by-case (or categorical) basis, using the 
above criteria? 

3. How should NIH balance public payback and new product develop- 
ment? If scrutiny of product pricing is appropriate to ensure reflection 
of the public investment, are NIH licenses the right vehicle through 
which to require the scrutiny? If not, how and by whom should this be 
accomplished? If assumed by NIH, will this role conflict with the NIH 
technology transfer mission and hamper new product development? Is 
decreased new product development acceptable in return for having 
NIH play a role in the “downstream” marketing and distribution of the 
product? If not, how can NIH become involved without negatively 
affecting new product development? 

The remainder of this report focuses on panelists’ discussion of these three 
issues. 


Appropriate Types of Return 

As NIH Director Harold Varmus pointed out in his charge to the panel, the 
question of whether the Government should expect a return involves the 
proper role and true goal of Government in funding biomedical research. It 
became clear from subsequent discussion that there are indeed multiple returns 
on the Government’s investment. For example, a panelist from an academic 
research institution suggested that, since the mission of NIH is to generate new 
biomedical knowledge and transfer it for commercial development, the proper 
return on the Government’s investment may be the amount of information gen- 
erated and transferred. Similarly, one of the NIH participants described the 
“returns” from a CRADA, the most important of which were the special exper- 
tise that the industry partner brings to a project and the greater speed with 
which the results of NIH research are developed. Some consumer panelists, 
however, felt that these benefits are fruitless if patients do not have access to 
the resulting drugs and treatments. 

Another important qualitative return is the new product development that 
is achieved through the commercialization of new technologies arising from 
NIH research. This return was particularly important to several panelists and 
public speakers addressing new AIDS treatments and drugs for so-called orphan 
diseases. One consumer panelist felt that the pharmaceutical industry was also 
failing to address the need for new treatments for addiction and genetic dis- 
eases. In fields where significant disincentives to new product development 
already exist, companies might be hesitant to develop new products. 
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Finally, two types of return on the Government’s investment are clearly 
quantitative: direct returns in the form of royalties paid to NIH, and indirect 
returns in the form of lower prices for consumers and for Federal health pro- 
grams. Consumer panelists were particularly forceful in insisting that the 
Government’s investment must be returned not only in new knowledge and 
new drugs but also in affordable drugs. Several panelists pointed out that the 
issue is prices, not the industry’s development costs, and that “reasonable 
price” is too often misunderstood to mean “lowest possible price.” One panel- 
ist added that both royalties and access programs are forms of cost shifting. 
However, a consensus emerged that the true issue may be accessibility rather 
than prices per se. Some panelists suggested that other mechanisms might be 
available, but it remains unclear whether they would be more effective than the 
reasonable pricing clause in ensuring accessibility. 

Mechanisms currently used by PHS to ensure accessibility include competi- 
tive licensing, development of therapeutic analogs, and discounts for Federal 
agencies, as well as so-called indigent programs. One industry panelist de- 
scribed five different programs through which his pharmaceutical firm makes a 
wide range of drugs available to patients who could not otherwise afford them. 
Most of these programs rely on individual physicians, but some are conducted 
in cooperation with community health centers or State health programs. Panel- 
ists from consumer groups pointed out that many of these programs can be 
hard to identify and use, because they impose stringent eligibility standards or 
paperwork requirements that tend to work against the patients who need them 
most. 

In the end, the panel concurred in the following hierarchy of returns on 
the public’s investment in biomedical research, from most to least important: 

1. fostering scientific discoveries, 

2. rapid transfer of discoveries to the bedside, 

3. accessibility of resulting products to patients, and 

4. royalties. 


Appropriate Amount of Return 

NIH typically receives five kinds of financial payback for the technologies it 
licenses: execution fees at the time the license is signed, minimum annual 
royalties regardless of sales, benchmark royalties when important development 
milestones are reached, patent costs for which the licensee reimburses NIH, 
and earned royalties as a percentage of sales. There is a lag of approximately 5 
to 7 years between granting a license and receiving earned royalties, but NIH 
technologies have already earned a total of $73 million in royalties since 1986. 
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Most of this amount has come from a small number of technologies, including 
the AIDS test kit, a hepatitis vaccine, and an innovative centrifuge, that have 
generated from #500,000 to several million dollars apiece. CRADA licenses 
represent only 2 percent of all NIH licenses, and relatively few CRADAs result in 
licensable technologies. 

To expedite the commercialization of NIH technology, an NIH license 
includes benchmarks and development milestones. The negotiations reflect the 
maturity of the technology and the degree of investment and risk for both NIH 
and its partner. For example, the license for a research reagent might have 
lower execution fees but earned royalties of 15 to 30 percent of sales, while the 
license for an early-stage therapeutic that requires considerable additional 
research and development by the company might have higher execution fees 
and minimum annual royalties but earned royalties of only 3 to 8 percent. 
Similarly, a smaller biotechnology company with low capitalization might prefer 
to pay higher royalties on sales in exchange for lower execution fees. There 
was no indepth discussion from panel members on whether the present royal- 
ties rates are too high or too low. But one industry panelist commented that, 
when NIH has assumed most of the risk and done most of the work, in addi- 
tion to royalties NIH also might reasonably raise the issue of the pricing of the 
resulting product. 

The panel concluded, however, that the question of royalties is less impor- 
tant than the issue of new product development and accessibility. NIH already 
uses several mechanisms to ensure the accessibility of new drugs, including 
competitive licensing and the development of therapeutic analogs. One NIH 
participant suggested that instead of a reasonable pricing clause the CRADA 
contract include a reasonable access clause. Just as the company must provide 
a commercialization plan, so it would be required to provide an accessibility 
plan detailing the mechanisms and milestones it would use to ensure that the 
drug would be available to Government agencies and needy patients. Three 
additional mechanisms were suggested by some panel members: (1) providing 
up to 25 percent of the drug free of charge, (2) deeper discounts to Medicaid 
and Medicare, and (3) an indigent- or compassionate-access program with 
generous eligibility criteria, less paperwork, and prompt approval, possibly 
administered by an independent organization with consumer representation. 
One industry panelist’s response to this discussion, however, was that it is 
unreasonable to expect the industry to substantially shoulder the burden of 
accessibility for everyone who may need the drug. 

Several academic and industry participants on the panel favored the idea of 
an accessibility plan as an alternative to the reasonable pricing clause, subject to 
further definition. Consumer representatives on the panel were also supportive, 
but they cautioned that price would remain a central question in accessibility 
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because of the great number of people who pay for drugs out of pocket, and 
because the cost of free drugs and Government discounts will be shifted to 
paying customers. 


Balancing Public Payback and New Product Development 

The central question here was whether the reasonable pricing clause has a 
negative effect on cooperative research and whether that effect can be amelio- 
rated by modifying the clause. There has been no decline in the number of 
new C RADAs since 1990, according to NIH administrators, although there may 
be a change in the growth rate or in the mix of CRADA types. In fact, from FY 
1990 through FY 1993 the number of new C RAD As executed each year was 32, 
26, 30, and 41, respectively. One industry panelist felt that there should be far 
more CRADAs than are currently negotiated, given the budget and personnel of 
NIH, but NIH panelists pointed out that NIH represents a diverse universe of 
science and scientists, little of which is appropriate for CRADAs. 

In addition, anecdotal evidence and the testimony of NIH investigators 
indicate that many research collaborations are becoming difficult or impossible 
to negotiate. For example, the panel heard testimony from one NIH investi- 
gator that he has been unable to obtain access to a company’s proprietary 
compound to use in his research on the development of more effective, less 
toxic antiepilepsy drugs. Although the company had patent protection, it 
wished to enter into a CRADA rather than a materials transfer agreement, to 
ensure that it could obtain licensing rights to everything that NIH may “seren- 
dipitously” discover, such as a new use for the material. As a result, a potential 
collaborator, who had already synthesized several promising compounds, was 
unwilling to provide them to NIH, hobbling its research and possibly delaying 
the development of much-needed drugs. However, it is uncertain that these 
problems can be attributed to the reasonable pricing clause. 

Furthermore, reasonable pricing may be only part of the problem. Industry 
participants reported that the degree of uncertainty is the real problem, and 
that uncertainty can also arise from delay in negotiating the agreements and 
from ambiguity about a potential collaborator’s rights to the resulting intellec- 
tual property. While the pricing clause may not be an absolute barrier to 
CRADAs, it is a real concern to industry, and as one industry panelist pointed 
out, the perception that it is a problem is itself a problem. 

Overall, on various occasions panel members mentioned that there exists a 
gap in data and statistics that might be helpful in determining the future of the 
reasonable pricing clause, including information on the effect of the clause on 
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collaboration; clear and explicit definitions for key concepts such as “reason- 
able price,” “risk,” “accessibility,” and “eligibility;” and clear and detailed 
development of potential alternatives. However, the panel concurred that while 
these measures may be helpful or desirable, such data would be extremely dif- 
ficult, and even impossible, to collect in some cases. 

There was also concern among the panelists that NIH has no mission, 
authority, or expertise to set drug prices. There was little enthusiasm for 
adding that responsibility to NIH’s mission or for developing the necessary 
regulatory bureaucracy at NIH. Furthermore, doing so would raise a conflict 
of interest with NIH’s statutory responsibility to foster collaboration with the 
private sector. Panelists suggested that this responsibility might better be 
placed in the Health Care Financing Administration or some other agency that 
already has a large staff of economists and accountants. Some panelists also 
noted that the issue of drug pricing might more properly be debated by Con- 
gress, where the prices of all drugs (especially those supported by the public) 
can be addressed, rather than by NIH, where only products developed from 
NIH intramural research are affected. 


Questions About the Clause Itself 

Panelists representing consumer groups pointed out that the language of 
the reasonable pricing clause forbids PHS to set or control prices. They there- 
fore questioned whether the clause is an enforceable mechanism or merely a 
“concern” on the part of NIH and PHS. Some academic and industry panelists 
countered that the present clause is so rigid and ambiguous that it may be 
inconsistent with the FTTA and may even interfere with technology transfer. 

Consumer panelists also expressed concern that pharmaceutical companies 
were objecting to the reasonable pricing clause — although it has never been 
enforced and may in fact be unenforceable — because it might be used to force 
them to open their books and justify how they set prices. Panelists from aca- 
demic research institutions suggested that this question reflected a broadly held 
but generally unspoken opinion that pharmaceutical companies do not price 
drugs fairly, that in fact they make too much money and drive up the cost of 
health care. Other panelists countered that it was reasonable for companies 
not to want the Government or anyone else involved in sensitive pricing deci- 
sions, adding that even the companies do not know what a reasonable price 
will be at the time they negotiate a CRADA. 

The panel appeared to agree that the reasonable pricing clause has intro- 
duced uncertainty into at least some CRADAs, and that the level of uncertainty 
is a real and valid concern for industry. One consumer panelist ventured the 
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opinion that the problem may be the ambiguity of the clause and not neces- 
sarily the clause itself. Therefore, if the reasonable pricing clause remains part 
of CRADA negotiations, this uncertainty must be reduced through clarification 
of the CRADA’ s language and intent. In addition, the panel agreed that the task 
of determining and enforcing a reasonable price is not within the capacity of 
NIH and should rest elsewhere. 


Options for NIH Action 

As a means of eliciting consensus and structuring recommendations from 
the panel, the chair suggested nine options for further action by NIH and asked 
for the panel’s response to them as a guide in setting future policy. These 
options and the panel’s responses are summarized below. 

1. Maintain the status quo. There was no defense of the reasonable pric- 
ing clause as it currently stands. At the very least, its language and 
intent should be clarified. 

2. Revise the clause. There was a clear consensus that the concept of 
“reasonable pricing” must be defined more clearly and explicitly. This 
action is desirable whether the clause is retained in the language of the 
agreement itself or as a philosophy in the NIH policy statement on 
CRADAs (see option 5). Panelists representing consumer interests also 
wanted a clearer sense of how the clause would be enforced and how 
noncompliance would be addressed. Some panelists added that the 
policy should become more flexible as well as less ambiguous; another 
suggested that NIH’s industrial partners might be willing to pay signifi- 
cantly higher royalties in exchange for reducing the ambiguity of the 
clause. 

3. Remove the clause selectively, on the basis of CRADA type. There was 
also a consensus that the reasonable pricing clause is inappropriate 
and counterproductive in some categories of NIH-private sector collab- 
oration. Relatively few CRADAs result in new intellectual property', so 
including the clause in all CRADAs may be inappropriate. Several 
panelists recommended that NIH determine the appropriateness of the 
clause on the basis of the amount of risk incurred to date by NIH in 
the project. 

4. Eliminate the clause from the CRADA, but retain it in exclusive li- 
censes. As it currently stands, the clause does not pertain to the 
CRADA itself but rather serves to alert the industrial partner that the 
clause will appear in any exclusive license that follows from the 
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CRADA. Panelists from NIH certainly supported the idea of not worry- 
ing about pricing until the drug is shown to be effective in patients. 

But while there was some agreement on this option, there was no con- 
sensus, in part because it leaves unresolved the questions of definition, 
applicability, and enforcement that are addressed by the preceding 
options. 

5 . Eliminate the clause from both the CRADA and the exclusive license, 
but retain it as a statement of philosophy in NIH policy. One panelist 
from NIH suggested that reasonable pricing is a philosophy that should 
never have become a policy. The solution would be to remove the 
clause from the body of the model CRADA contract but retain it as a 
statement of philosophy in appendix A of the contract, the “NIH Policy 
Statement on CRADAs and Intellectual Property Licensing.” There was 
no consensus on this option: panelists representing consumer inter- 
ests expressed reluctance to do without any protection in these agree- 
ments, while others felt that statements of philosophy had no place in 
negotiating licenses or contracts. 

6. Eliminate the clause altogether and rely on other provisions of the 
exclusive license agreement. In addition to the reasonable pricing 
clause, all NIH exclusive licenses allow the Government to modify or 
terminate the license if the licensee fails to reasonably satisfy unmet 
health and safety needs, or keep the licensed product reasonably avail- 
able to the public after commercial use commences. Thus the reason- 
able pricing clause may not add substantively to the power NIH already 
exercises over its exclusive licenses. These provisions raise their own 
questions of definition and enforcement, however, and panelists repre- 
senting consumer groups were reluctant to remove the clause entirely. 
One said that the taxpayers need to know that the Government is 
watching out for them; another said NIH and PHS have a social respon- 
sibility to create a certain level of accountability in the pharmaceutical 
industry. These panelists favored keeping a specific pricing clause. 

7. Eliminate the clause but add new, explicit grounds for termination 
based on lack of access and/or excessive prices. This option would 
address some of the drawbacks of option 6, but the panel did not 
address it directly. 

8. Eliminate the clause from the model agreement, but negotiate it on a 
case-by-case basis. One of the panelists described the mixed success 
that his pharmaceutical company has had in trying to negotiate a 
CRADA without the clause. This option represents a variation on 
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option 3, in which the reasonable pricing clause is included as an 
exception rather than the rule. 

9. Eliminate the clause, but require an accessibility plan. There was 
general but qualified consensus on the desirability of requiring an 
accessibility plan as part of a CRADA or exclusive license contract. 
Several panelists said that such a plan should be required regardless of 
what NIH decides to do about the reasonable pricing clause. Another 
panelist suggested that licensees be given the option of accepting the 
reasonable pricing clause or coming up with an accessibility plan. 
However, this option raises many of the same questions as the reason- 
able pricing clause, namely, What would an accessibility plan look like, 
which CRADAs would be required to have one, who would review it, 
and who would enforce it? In addition, would such an administrative 
process further hinder the already slow process of negotiating and 
executing CRADAs. As with reasonable pricing, panelists agreed that 
NIH should not administer accessibility; one panelist suggested estab- 
lishing an independent, third-party “full-access fund” to receive royalty- 
like payments from drug companies, determine eligibility, and make 
payments. Eligibility and paperwork were cited as particularly difficult 
issues, and some panelists from consumer groups were reluctant to 
move to an accessibility clause, even for a trial period, without retain- 
ing the reasonable pricing clause as a fallback. 


Findings and Conclusions 

The panel concluded that, while there is as yet no proof, there is at least a 
perception that the reasonable pricing clause is an impediment to achieving 
NIH’s mission under the ETTA, namely, promoting cooperative research and 
facilitating the transfer of technology to the private sector. They also reached 
general agreement that NIH should do something to address this perception. 
However, they could not agree on a single, specific course of action. The 
foregoing discussion suggests that there was greatest support for some combi- 
nation of options 2, 3, and 9 — that is, clarify the clause and consider removing 
it on the basis of CRADA or in exchange for an accessibility clause — but this 
support was never unqualified. 
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CRADA Forum I Agenda 


7:30-8:30 

8:30-8:45 

8:45-9-00 

9 : 00 - 9:30 

9:30-10:45 

10:45-11:00 

11:00-12:15 

12:15-1:30 


Bethesda Holiday Inn 
8120 Wisconsin Avenue 
Bethesda, MD 20814 

July 21, 1994 


Registration 

Charge to the Panel 

Dr. Harold Varmus, Director, NIH 

Program Overview 

Ms. Daryl A. (Sandy) Chamblee, OD, NIH 

CRADA Primer and Overview 
Dr. Dinah Singer, NCI 

Case Study #1: Basic/Preclinical CRADA 
15 min. NIH (Ms. MaryAnn Guerra, NHLBI) 

15 min. Industry (Mr. Larry Stambaugh, Syntello) 

45 min. Panel Discussion 

Break 

Case Study #2: Clinical/Sole Source CRADA 
15 min. NIH (Dr. Mitchell Max, NIDR) 

15 min. Industry (Ms. M. Dianne DeFuria, Bristol-Myers 
Squibb) 

45 min. Panel Discussion 
Lunch 
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1:30-2:45 


Case Study #3: Government Developed/Owned Technology 
15 min. NIH (Dr. Thomas Mays, NCI) 

15 min, Industry (Ms. Lisa Raines, Genzyme, Inc.) 

45 min. Panel discussion 

2:45-3:00 Break 

3:00-3:30 Congressional Views 

3:30-5:00 Public Comment Period 

5:00-6:00 Dinner 

6:00-8:00 Panel Writing Session 
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CRADA Forum I Mandate 


The Federal Technology Transfer Act of 1986 (FTTA) and subsequent 
executive order 12591 (April 10, 1987) were developed in recognition that U.S. 
industrial competitiveness can be greatly enhanced if technology developed in 
Federal laboratories is commercialized by American industry. To stimulate 
technology transfer, the FTTA authorizes Federal laboratories to enter into 
cooperative research and development agreements (CRADAs) with industry (and 
others) and provides incentives to both the Federal scientists and collaborating 
companies to do so. CRADAs provide an opportunity for NIH scientists to join 
with their private colleagues in the joint pursuit of common research goals. 
Since 1986, NIH has conducted cooperative biomedical research, primarily with 
industrial partners, under 206 CRADAs. As the Government’s experience with 
CRADAs has grown, several issues of concern have developed, prompting NIH 
to seek advice and develop appropriate policy. 

The NIH Director is convening the Forum on CRADAs to solicit advice and 
recommendations from the biotechnology and pharmaceutical industries, the 
research community, and the public on issues relating to cooperative research 
and development agreements. The Forum will focus its deliberations on the 
following issues: 

• Scope of the research and license rights under a CRADA. What are the 
different types of research collaborations that are typically conducted 
under the CRADA mechanism? Are these types of collaborations funda- 
mentally different from each other with regard to the activities under- 
taken and each party’s contributions? If so, is it appropriate to develop 
specific public policy tailored to these different types of collaborations? 
Should fair access, reasonable pricing, and other administrative policies 
be differentially applied to CRADAs, and if so, to which types of 
CRADAs should these policies be applied? How can a CRADA research 
plan be drafted to ensure maximum flexibility for the scientists in fol- 
lowing up on unanticipated research results while satisfying the parties’ 
requirements for specificity and precise definition of the licensing 
rights governed by the CRADA? Is it appropriate to negotiate licensing 
terms at the inception of the CRADA, before it is known what technol- 
ogy will be invented and how it can be best licensed to further the 
public’s interest? If so, in what circumstances is this appropriate? 

What terms can reasonably be negotiated in advance? 
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® Fair access to CRADA opportunities. How should NIH preserve the 
fundamental nature of the research collaboration, which arises from 
the knowledge and relationships of the scientists, while ensuring fair 
access to CRADA opportunities for U.S. businesses? Does industry have 
difficulty in obtaining information or access to CRADA opportunities? 

Is the current policy on fair access adequate? 

® Reasonable pricing clause. Given the mandates of NIH to support 
research and to transfer the results of that research to advance the 
public health, should the “reasonable pricing” clause be used by NIH 
as a mechanism to reflect the public investment in NIH-supported 
research in the products brought to market through NIH/private sector 
collaborations? Does the clause strike the appropriate balance between 
these dual mandates? What other mechanisms are available to NIH to 
achieve this goal? 

NIH CRADA FORUM I 
July 21, 1994 
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CRADA Forum I 
Case Studies 


Basic/Preclinical CRADA 

Clinical/Sole Source CRADA 

Government Developed/Owned Technology 



CRADA Case Study 1: Basic/Preclinical CRADA 


Scientists in the Laboratory of Sexually Transmitted Diseases 
(LSTD) at the National Microbe Institute (NMI) carry out both 
basic and clinical research aimed at the control and prevention 
of sexually-transmitted diseases. Specific projects typically 
underway in the laboratory include basic studies of microbial 
physiology and antigenic structure, the development of rapid 
diagnostic kits for identification of various pathogens, and 
collaborative clinical trials evaluating experimental drugs and 
vaccines. Clinical trials done collaboratively with other 
laboratories and Divisions within the NMI utilize clinical trial 
sites both within NMI 's intramural program, as well as with 
Principal Investigators supported by NMI 's extramural program. 

In this latter case, a network of vaccine centers have been 
established through both contract and cooperative agreement grant 
support at non-Federal research institutions. Each of these 
centers offers expertise in the development, production and 
evaluation of putative vaccines. 

During the last two decades, Dr. Jenny Drake, LSTD, has been 
actively involved in the identification and characterization of 
antigenic structures expressed by the gram-negative bacteria, 
Bruscida bugdalia - Work in her laboratory has been funded 
primarily through the NMI ' s intramural research budget and has 
amounted to over 15 million dollars. A significant advance that 
has resulted from this effort is the identification of key 
antigenic determinants on one of the major membrane proteins of 
B. bugdalia . The LSTD believes that one or several of these 
determinants will be an excellent candidate as a primary target 
antigen for the development of a vaccine against this sexually- 
.transmitted disease. Due to the potential impact that such a 
vaccine could have on the public's welfare, NMI has sought to 
protect new discoveries in relation to these antigens by 
submitting several patent applications. The scope of the claims 
contained in these applications are broad and may cover a number 
of "fields of use" for these molecules . 

Recently, as a first step towards the development of a vaccine 
against B. Bugdalia utilizing one of these antigenic 
determinants , the LSTD began vaccine formulation studies in an 
animal model developed in their laboratory . From these early 
studies it became clear that additional technology would need to 
be developed or acquired by the laboratory to incorporate into 
the putative vaccine additional elements to ensure that the 
candidate antigenic determinants would adequately "trigger" the 
immune system and protect the initial site of attack by the B. 
Bugdalia microbe. The LSTD did not have the expertise to develop 
such vaccine delivery technology. Dr. Drake contacted a 
colleague at a company which she knew, through a former 
consulting relationship, had the requisite expertise . Dr . Drake 
also consulted with the MNI Technology Transfer Office (TTO) for 
assistance in identifying possible collaborators to develop this 
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vaccine . 


With the help of the TTO , the NMI advertised an opportunity to 
collaborate in a CRADA with the LSTD for the development of a 
vaccine against B. Buadalia . This advertisement was made in a 
major monthly publication dedicated to biotechnology. It 
required potential collaborators to submit capability statements 
identifying specific company expertise and resources available 
for the development of such a vaccine . Many proposals were 
received and several companies were selected since each not only 
met capability requirements but had unique proprietary technology 
that appeared to fulfill the "triggering" element. The company 
with which Dr. Drake had formerly consulted was among those 
selected. The NMI Technology Assessment Board, in concert with 
the TTO and the LSTD, decided that by collaborating with four of 
these companies all known targeting mechanisms to date would be 
evaluated in this system. 

In light of the LSTD's desire to evaluate these candidate 
antigens in each of the known proprietary technologies , the NMI 
began negotiations for the establishment of four different CRADAs 
with each of the four identified coll aborators for this project . 
Each collaborator would contribute its own proprietary technology 
and expertise to the project. It was apparent that negotiations 
for the establishment of these CRADAs would be on even ground 
given that both the U. S . Government and the collaborators were 
coming to the collaboration with equally strong patent positions 
with regard to each of their proprietary technologies . 

Negotiations began regarding the CRADA agreements and the 
disposition of patent rights developed prior to the execution of 
the CRADA. In order for any of the companies to market a vaccine 
based on LSTD's technology, licensing issues for these background 
patents needed to be resolved. Two of the four companies voiced 
their desire to obtain exclusive licenses to the patents for all 
fields of use . Because the NIH Office of Technology Transfer 
( OTT) determined that exclusivity to the background patents was 
not required for this technology to be further developed and 
commercialized, OTT negotiated and executed non-exclusive rights 
to each of the known antigens to the four potential CRADA 
collaborators . OTT reasoned that non-exclusive licensing was 
necessary to develop all possible forms of the vaccine and the 
addition of each company's proprietary delivery system would 
provide sufficient exclusivity to allow further incentives for 
development and commercialization . 

Concurrent with the disposition of background patent rights , the 
parties began negotiating the CRADA . The companies were 
concerned that the research plan of the CRADA be as broad as 
possible , to provide flexibility in following up on un- 
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anticipated results of the research, perhaps adding their own new 
proprietary technology or expanding the research to other 
antigens discovered jointly or by the LSTD. Because the research 
plan sets forth the research that will be carried out and 
delineates the scope of licensing rights promised to the 
collaborator, it was important to the collaborators that all the 
research being carried out as well as that which might be 
anticipated be described in the research plan. The LSTD, 
however, was concerned that an overly broad research plan, 
encompassing more than what was actually planned to be conducted 
under the CRADA, would unnecessarily tie up the work of the lab 
and preclude other collaborators from seeking and obtaining 
CRADAs with Dr. Drake or her colleagues in the lab. The LSTD was 
particularly careful not to promise overlapping rights to 
additional antigens that the laboratory may discover, and 
accordingly insisted on a specific and well-drafted research 
plan. 

One of the collaborators was also concerned that the terms of the 
exclusive license to be granted under the CRADA were not defined. 
Indeed, the CRADA did not even grant a license at all, but 
instead provided only an option to negotiate an exclusive or non- 
exclusive license. The collaborator requested that fields of 
use, benchmarks, royalty rates, and other licensing terms be set 
forth in the CRADA to provide certainty for the company. The 
LSTD responded that the PHS policy was not to negotiate licensing 
terms at the negotiation of the CRADA, since it was unknown at 
that time what the invention will be and therefore difficult to 
determine appropriate terms. The LSTD pointed out that the 
option to negotiate a license provided a key benefit to the 
company- exemption from the competitive licensing process which 
governs all other licensing of government intellectual property. 

Finally, all the collaborators voiced their objection to the 
inclusion in the Public Health Service (PHS) Model CRADA and 
Model Licensing Agreement of a reasonable pricing clause. 

Because it was anticipated that new intellectual property rights 
would be developed under these CRADAs , the collaborators expected 
to negotiate exclusive licenses to CRADA inventions and did not 
believe it was reasonable or appropriate for the PHS to become 
involved in this aspect of the commercial development of a future 
vaccine candidate . The companies believed that while PHS had 
engaged in substantial development with regard to the microbial 
structure and antigenic structure , the government's financial 
involvement to date would be dwarfed by the millions of dollars 
in development, FDA approval , and commercialization costs which 
the companies would be expending to bring a vaccine to the 
marketplace . They also argued that the reasonable pricing clause 
was unnecessary where the government was sharing its basic 
technology with several partners and thus could anticipate that 
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competing products would reach the marketplace. 

The LSTD pointed out that the reasonable’ pricing language 
contained in the CRADA was limited to new inventions that would 
arise out of the CRADA, and in no way encumbered the companies' 
current proprietary technology. Through the reasonable pricing 
clause, they argued, the PHS was attempting to sensitize 
companies to the concern of the government that products 
developed through collaboration with the government not be 
inaccessible to the public once they reach the market. They 
pointed out that the clause was not a price setting clause but 
required only a reasonable relationship between the pricing of a 
licensed product , the public investment in that product , and the 
health and safety needs of the public. They also expressed their 
concern that a vaccine be widely available to the public to 
ensure the maximum effectiveness in eliminating sexually 
transmitted diseases. 

The LSTD was able to successfully negotiate and execute 3 of the 
four CRADAs with inclusion of the reasonable pricing clause and a 
specific research plan . The fourth company, a small biotech 
company largely dependent on venture capital , was not able to 
convince key investors that the government , through the 
reasonable pricing clause would not attempt to control the price 
of a vaccine product developed under the collaboration . As a 
result , the fourth company is not actively developing a vaccine 
with their delivery system, but continues seeking other sources 
of useful antigens for further evaluation. 

Issues to Address 

* Where both the Government and the Collaborator bring 
significant intellectual property contributions to the 
collaboration , and it is anticipated that new 
intellectual property will be further developed, how 
should the CRADA be used to reflect and protect the 
public interest in the product eventually developed 
through the CRADA? How should the public interest be 
defined? 

* How can a CRADA research plan be drafted to ensure 
maximum flexibility for the scientists in following up 
on unanticipated research results while satisfying the 
partys ' requirements for specificity and precise 
definition of the licensing rights governed by the 
CRADA? 

* Is it appropriate to negotiate licensing terms at the 
inception of the CRADA, before it is known what 
technology will be invented and how it can be best 
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licensed to further the public's interest? If so, in 
what circumstances is this appropriate? What terms can 
reasonably be negotiated in advance? 

* Is the reasonable pricing clause an appropriate 
provision to include in a CRADA to reflect the 
government's concern that products arising out of a 
CRADA collaboration be accessible to the public when 
they reach the market? If not, what other provisions 
can the parties negotiate to ensure accessibility? 


NIH CRADA FORUM 
JULY 21, 1994 
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CFADA Case Study 2 : Clinical/Sole Source CRADA 

A laboratory in the Neurobiology and Analgesic Branch (NAB) of 
the National Institute of Pain Research (NIPR) is involved in 
characterization of peripheral and central neural structures and 
neurotransmitters involved in pain processing. Both basic and 
clinical research at NIPR focuses on the development of novel 
methods for measuring pain and sensory function in humans, as 
well as application of these approaches to improve treatment. 

Several decades of animal studies by a number of laboratories, 
including NAB, have suggested the neurotransmitter Amine Q, found 
in spinal cord sensory neurons and specific sites within the 
central nervous system, is involved in generating pain 
perception. According to the NAB's hypothesis, the excitation by 
Amine Q leads to changes in CNS neurons manifested as a 
progressively increased perception of pain. This mechanism is 
thought to underlie chronic pain in various neuropathies, 
arthritis , or trauma . There had been no opportunity to test this 
hypothesis in humans ? a number of Amine Q antagonists had been 
shown to relieve pain in animals, but all were quite toxic. This 
situation changed when Eastern Pharmaceuticals , Inc . (EP) 
developed compound Z , which demonstrated promise in initial human 
toxicity studies. Other companies were working on related 
compounds , but were 12-18 months behind. 

After NAB scientists read a 1992 report of compound Z's analgesic 
action in Nature , they realized that this was an ideal 
opportunity to test their hypothesis in humans . They wrote to 
the company to propose doing the first Phase 2 human pain 
studies , suggesting a number of research designs that could shed 
light on the mode of action of compound Z in various forms of 
chronic pain . The studies were to include unique methods for 
examining sensory processing in humans that the NAB lab had 
developed. NAB scientists did not publicly advertise the 
availability of this research collaboration or contact any of the 
other companies working on related compounds. NAB received a 
quick response from Dr. Ian Jones, an Associate Director for 
Clinical Research at EP , indicating an interest in collaborating 
with the NAB scientists . Within two months , the respective 
research teams had agreed on an initial group of protocols . The 
estimated cost to perform the research would be about $80 , 000 , a 
bit more than half of which EP agreed to defray. Dr. Jones 
indicated in early conversations that his colleagues at EP were 
reluctant to collaborate with a U.S. Government lab, predicting 
that "the delays and paperwork will kill you . " It was their 
opinion that any number of commercial laboratories or 
universities could more expeditiously satisfy EP's commercial 
needs in demonstrating clinical safety and efficacy of compound Z 
to the FDA. Despite their misgivings, Dr. Jones wished to pursue 
a collaboration with the NAB. 

The research protocol was quickly approved by the NAB's clinical 
research IRB, in preparation to execute a CRADA formalizing the 
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collaboration. EP already owned or had filed patents for the use 
of compound Z in acute and chronic pain, neurological and 
psychiatric disorders, and indications for diseases involving 
various other organ systems. In view of this, both NAB and EP 
agreed that any findings regarding treatment of pain or other 
neurological symptoms in the proposed studies would probably not 
constitute new intellectual property. In light of the possible 
discovery of some totally unexpected effect of compound Z, EP 
included provisions in the proposed CRADA that addressed 
licensing rights to any intellectual property that resulted from 
the studies. 

However, in reviewing the Public Health Service (PHS) Model CRADA 
and Model Licensing Agreement supplied by the NAB Technology 
Development Coordinator, Dr. Jones registered immediate 
displeasure at the inclusion of a reasonable pricing clause in 
both agreements. It was EP's position that because they had 
shouldered the risk of developing compound Z from basic research 
to clinical studies, and the NAB was only now entering the 
picture with a desire to evaluate this compound for its own 
research purposes, there was no justification for the U.S. 
Government to impose the clause. NAB was quick to point out that 
the reasonable pricing language contained in the CRADA was 
limited to new inventions that arose out of NAB's clinical 
evaluation of compound Z. Through the reasonable pricing clause, 
NAB argued, the PHS was attempting to sensitize companies to the 
concern of the government that products developed through 
collaboration with the government not be inaccessible to the 
public once they reach the market. Moreover, NAB was willing to 
grant an option to an Exclusive Licensing Agreement that afforded 
FP with exclusive rights to any such inventions. This option 
meant that EP would be exempt from the usual competitive 
government licensing process. 

EP refused to agree to the fair pricing clause, pointing out that 
a lower price for one indication would drive down the price for 
all of the indications that they had already patented. Further , 
EP argued that the drug was their discovery and they didn't need 
NAB collaboration to get FDA approval. EP sought approval of a 
new Model CRADA format for collaborations such as this, in which 
the reasonable pricing language was deleted, based on the 
company's sole development and proprietary patent position in the 
area of the proposed research and the unlikelihood that the 
collaboration would generate new intellectual property. EP also 
argued that the government's concern about accessibility of a 
product developed with government assistance could be addressed 
through means other than pricing constraints and, in any event, 
that the public investment in this particular collaboration was 
minimal and did not warrant interference in the market forces 
governing product development. 
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Although the PHS agreed to consider these arguments, such a new 
Model CRADA had not yet been developed and in the interest of 
moving forward with the research EP finally agreed with NAB ' s 
suggestion that EP agree to accept nonexclusive licensing for the 
serendipitous discoveries which might arise under the CRADA. 
Although the research began, the discussions and approval process 
took almost 7 months, and EP's competitors were now close behind. 
Dr. Jones, the government's strongest supporter in the 
negotiations, now agreed with his colleagues that he would never 
attempt another CRADA with PHS . 

Issues to Address 


Where a company brings a patented or patent pending compound 
into a CRADA collaboration and the nature of the research is 
such that the discovery of new intellectual property is 
unlikely, how should PHS address reasonable pricing? Should 
the reasonable pricing clause be deleted under these 
particular circumstances? 


* If one of the objectives of the pricing clause is to 
ensure that the public investment in the development of 
a product is considered in the collaborators ' pricing 
decisions, are there approaches other than the pricing 
clause that would be more productive? 

* Does this situation deter companies from entering into 
CRADAs with the PHS? If so , does the resulting 
inability of PHS scientists to obtain access to 
promising new compounds for research constitute a 
disadvantage to the public in that such compounds may 
be delayed in reaching the marketplace or may reach the 
marketplace without the benefit of the scientific 
expertise of PHS scientists? Will the ability of PHS 
to attract the best clinical scientists be hampered 
because of the diminished accessibility to promising 
new compounds by its laboratories? 

* If a company is the sole source of a compound or 
material to which PHS scientists seek access for 
government research purposes , how should the government 
address "fair access" concerns? 


NIH CRADA FORUM 
July 21, 1994 
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CRADA Case Study 3: Government Developed/Owned Technology 


A botanist, working under contract for the National Institute of 
Cellular Regulation (NICR), collected leaves in the rain forests 
of Motribo from plants identified to have healing properties. 

Upon her return, a colleague at NICR isolated an agent from the 
leaves, compound Q, that was shown to be active as an anti -growth 
factor in a variety of tissue culture cells. Upon thorough 
analysis it was found that compound Q had been identified over 
twenty years previously and patented for another use. All valid 
patents on Q had expired. 

Chemists at the NICR analyzed compound Q and found it to be too 
complex to make synthetically, thus requiring supplies of the 
natural (leaf) product as the sole source of compound Q. 
Unfortunately, political complications between Motribo and the 
current Presidential administration precluded any possibility of 
obtaining quantities of natural product sufficient to do 
extensive studies . 

Notwithstanding the limited source , given the promising nature of 
compound Q NICR decided to experiment with the small quantity 
isolated from the original natural product sampling of leaf . 

NICR conducted appropriate preclinical studies that indicated 
that compound Q had little toxicity. As a result , NICR submitted 
an Investigational New Drug ( IND ) application to the FDA, and 
filed a patent application with the PTO on a new method of use 
for compound Q. Unbeknown to NICR, a foreign pharmaceutical 
corporation had also filed an application with the PTO for a 
similar method of use for compound Q. Very expensive 
interference proceedings between NICR and the foreign firm seemed 
imminent . 

Following the filing of the IND with the FDA, NICR clinical 
studies revealed compound Q as a very active anti-tumor agent in 
several kinds of cancers . These promising findings left NICR in 
need of an industrial collaborator to assist in the further 
development of compound Q for broad use in cancer therapy . One 
of NICR's main concerns at this time was the ethical dilemma of 
not having sufficient quantities of the compound Q-containing 
natural product for future studies , as well as for public use 
thereafter . 

NICR advertised the opportunity for a CRADA in the Federal 
Register and received ten proposals from both large and small 
biotechnology companies , as well as several foreign industrial 
entities . Following a careful review by an ad-hoc committee, 
Large Pharmaceuticals Inc. ( LPI ) , a company based in Paris , 
France, was selected as the CRADA collaborator. LPI was chosen 
based on their demonstrated ability to obtain compound Q from 
other sources , their financial resources and expertise adequate 
to fully develop and market compound Q. Also in their favor was 
their willingness to begin immediate negotiations for the 
exclusive licensure of the patent application currently in 
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interference proceedings in the PTO and, under this licensing 
agreement, paying for all costs related to the continued 
prosecution and defense of this patent application. 

NICR began CRADA negotiations with LPI, and negotiations were 
undertaken separately to address the licensing of the 
"background” patent filed before the collaboration was initiated. 
Although LPI argued that licensing rights to the background 
patent should be provided through the CRADA because such rights 
were necessary to the continuing commercial development of 
compound Q, NICR pointed out that the statutory and regulatory 
authority governing the licensing of existing government 
intellectual property requires a competitive licensing process 
for the licensing of government owned intellectual property, 
unless such intellectual property is developed under a CRADA. 

The CRADA is the only mechanism through which the government can 
promise intellectual property rights in advance. The 
intellectual property covered under the background patent, having 
been developed prior to the CRADA collaboration, cannot be 
considered a CRADA invention falling within the scope of PHS 
authority to license non-competitively . 

Additional problems arose in the CRADA negotiations due to the 
presence of a provision in the CRADA stating that the reasonable 
pricing clause would be a part of any exclusive license agreement 
negotiated under the CRADA. LPI argued that the government's 
investment in the original research and development of compound Q 
would be adequately reflected in the royalty payments expected to 
be negotiated under the exclusive license. LPI expected that the 
royalty negotiated by the government would reflect the 
government's development efforts to date and the potential value 
of compound Q as a therapeutic agent. Although NICR convinced 
LPI of the importance of public accessibility to any product 
developed from compound Q, LPI felt the clause was ambiguous and 
predicted that it would have a difficult time convincing 
potential investors that the clause did not mean that the 
government would someday attempt to set the price of compound Q. 

Finally, fair access to this CRADA collaboration became an issue. 
At the time NICR chose LPI as its collaborator, a Freedom of 
Information (FOIA) request was received by NICR for all documents 
relating to the development of compound Q. This request had come 
from legal counsel retained by a small, domestic biotechnology 
company (SC) who believed that NICR's procedures for identifying 
and selecting a CRADA collaborator were counter to the edicts and 
legislative intent of the FTTA. Their chief proposition was that 
NICR had failed to give preference to small, domestic businesses 
in their selection process as required under Federal Statute. To 
rebut this claim NICR explained that the requirement that the 
collaborator have the ability to make GMP product precluded many 
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small biotechnology companies from competing successfully. SC 
counter-argued that when the proposed project reached the point 
where GMP production would be required, they would either 
contract out this activity, or build their own facility with new- 
found capital generated via introduction of a new stock offering. 

After several months of negotiation and clearance through the 
bureaucracy of LPI and the PHS, a CRADA was executed. LPI 
successfully competed for an exclusive license to the background 
patent and the parties compromised on the reasonable pricing 
clause by inserting a statement reciting that the clause did not 
give authority to the PHS to set the price of compound Q. Having 
voiced its concern over the selection of LPI but failing to move 
NICR to abort the intended collaboration, SC wrote its 
Congressional representatives and focused on seeking other CRADA 
opportunities . 

Issues to Address 

* What constitutes fair access to CRADA opportunities? 

Do companies perceive a problem with access to 
collaboration opportunities? Although the FTTA states 
a preference for small business and domestic 
manufacture, there is no requirement that individual 
CRADA opportunities be advertised. How should the 
small business preference be weighed in choosing a 
CRADA collaborator who can most effectively bring a 
product to the bedside? Should the PHS require the 
public advertisement of all CRADA opportunities, or 
establish more definitive guidelines governing access 
to CRADA opportunities? 

* How should the reasonable pricing clause be handled in 
this situation? If the clause is not imposed, what 
alternatives can be negotiated between the parties to 
address government concerns of reasonable pricing and 
accessibility to products developed in part by the 
government? Should there be a threshold level of 
government development {such as pre-existing 
intellectual property) to "activate" fair pricing and 
accessibility concerns? How could this threshold be 
determined and measured effectively? Should 
alternative access programs be explored? 

* Are companies deterred from entering into CRADAs due to 
the inability of the PHS to bring background patent 
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rights into the CRADA for licensing. What detriment to 
companies, if any, occurs by requiring companies to 
compete for background patent rights? 


NIH CRADA FORUM 
July 21 , 1994 
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and Technology Transfer 
Bldg. 1, Room 103 
National Institutes of Health 
Bethesda, MD 20892 

Dr. Dinah Singer 
National Cancer Institute 
Bldg. 10, Room 4B17 
National Institutes of Health 
Bethesda, MD 20892 

Dr. Harold Varmus 
Director 

Bldg. 1, Room 126 
National Institutes of Health 
Bethesda, MD 20892 


Case Studies Speakers 

Ms. M. Dianne DeFuria 

Senior Director of Biotechnology 

Bristol-Myers Squibb 

Route 206 

Provinceline Road 

Princeton, NJ 08543 

Ms. MaryAnn Guerra 
Executive Officer 

National Heart, Lung and Blood Institute 
Bldg. 31, Room 5A48 
National Institutes of Health 
Bethesda, MD 20892 


Dr. Mitchell Max 
Chief, Clinical Trials Unit 
NAB, National Institute of Dental 
Research 

National Institutes of Health 
Bethesda, MD 20892 

Dr. Thomas Mays 
Director, Office of Technology 
Development 
Bldg. 31, Room 4A51 
National Cancer Institute 
National Institutes of Health 
Bethesda, MD 20892 

Ms. Lisa Raines 

Vice President of Government Relations 
Genzyme, Inc. 

1020 19th St., NW., Suite 500 
Washington, DC 20036 

Mr. Larry Stambaugh 
President/CEO 
General Biometrics/Syntello 
4350 Executive Dr., Suite 310 
San Diego, CA 92121 


Congressional Speaker 

Mr. David Schulke 

Chief Health Policy Advisor 

The Honorable Ron Wyden 

U.S. House of Representatives 

1111 Longworth House Office Building 

Washington, DC 20515 
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Eric Brewster (Regeneron Pharmaceuticals, Inc.) 

John Clymer (Americans for Medical Progress, Inc.) 

Raymond S. Fersko (Gordon Altman Butowsky Weitzen Shalov & Wein) 
Chuck Ludlam (Biotechnology Industry Organization) 

Peter Staley (National Task Force on AIDS Drug Development) 



REGENERON REGENERON PHARMACEUTICALS, INC. 

777 OLD saw mill river road 
TARRYTCWN, NY 1OS01-67O7 
S14- 347-7200 
FAX 914-347-2113 
E-mail Bfic.brewster@r 62 prw.com 


ERIC S. BREWSTER 

TECHNOLOGY TRAN8FER ADMINISTRATOR 


July 19,1994 


Harold Safferstein, Ph.D. 

Technology Transfer Branch 

Nation Institute of Allergy and Infectious Diseases 

National Institutes of Health 

Building 31, Room 7A-32 

9000 Rockville Pike 

Bethesda, MD 20892 


Dear Dr. Safferstein: 

My name is Eric Brewster, and I am the Technology Transfer Administrator for Regcneron 
Pharmaceuticals, Inc. of Tarrytown, New York. I am writing to explain Regeneron's strong 
opposition to the "reasonable pricing” clause now required in all NIH/private sector agreements. 

Regeneron was founded in 1988 to develop biotechnology -based products to treat 
neurological diseases and conditions for which no cures exist. Regeneron is engaged in the 
discovery and development of neurotrophic factors, which are naturally occurring proteins that 
promote the proliferation, survival, differentiation, and function of cells of the nervous system. 
These neurotrophic factors may have the potential to be used as drugs to treat a wide variety of 
neurological conditions, including motor neuron diseases such as amyotrophic lateral sclerosis 
(ADS, commonly known as Lou Gehrig's disease), diseases of the peripheral nervous system 
(such as diabetic neuropathy), and diseases of the central nervous system (such as Parkinson's 
disease and Alzheimer's disease), 

Regeneron, tike other biotechnology-based companies, has established its own research 
and development staff and facilities for the discovery, characterization, and development of new 
technologies. 

In addition to the technology developed by our own scientists, Regeneron has gained 
access, through cooperative arrangements with corporate partners and researchers at major 
medical, academic, government, and commercial institutions, to technology that has had a positive 
impact on both basic research and the drug development process. Regeneron has a limited number 
of sponsored research agreements with academic laboratories focused on novel neurotrophic 
factors and their use and has entered into licensing agreements for specific technology for 
commercial development from a small number of academic institutions and corporations. We have 
collaborative development agreements with larger corporations to conduct basic research and 
commercialize specific compounds. Most frequently, we enter into research collaboration 
agreements with academicians who require Regeneron's scientific know how and materials (which 
have great value, and which are provided without financial charge) for their research projects, the 
majority of which are federally funded. In return for providing materials and scientific, help, we 
seek to license rights in any inventions which are generated. Regeneron currently has agreements 
of this type with 372 investigators all over the world Regeneron provides proprietary substances 
to these investigators with an aggregate value in the millicns of dollars. You can see that the 
technology transfer process goes in both directions — we transfer technology into federally funded 
labs at at least the same rate that we hope to transfer it out. 
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Regeneron has provided proprietary material, free of charge, to over 180 academic, 
government, and commercial institutions through collaboration agreements. These collaborations 
provide scientists with research material and technology not available commercially and permit 
Regeneron to license potential technology which may result from these collaborative studies, 
These agreements provide Regeneron with resources far beyond our current capabilities, Without 
such agreements, die company would likely not have been founded, would not be as far along as 
we are in our development efforts, and certainly would not have been able to obtain financial 
backing from risk-oriented investors, 

About the only type of technology transfer or collaboration arrangement that we do not 
participate in is CRADAs with NTH intramural scientists. 

Alone among the Federal agencies with technology transfer programs, NIH has, as a matter 
of administrative discretion, included in its technology transfer agreements certain terms which 
permit NIH to specify or regulate the price for any product which is developed from the transferred 
technology. The NIH price review process is undermining technology transfer for one simple 
reason: there is no way for a private firm to evaluate the impact of the drug pricing clauses on the 
potential for commercial development of a product. As a result, an increasing number of 
biotechnology and pharmaceutical companies, particularly large companies which have ample 
resources and scientific capacity to fund their own research and develop their own technology, 
now refuse to enter into CRADAs with NTH, and they refuse to enter into joint ventures with other 
companies that have entered into CRADAs. 

Regeneron has in the past year, however, entered into two collaborations with NIH 
intramuial scientists using collaboration agreements other than a CRADA. I would like to describe 
one of these collaborations in detail. 

Scientists at Regeneron and Dr. Igor Klatzo of the National Institute for Neurological 
Disorders and Stroke (NINDS/NtH), one of the world's leading researchers in the area of cardiac 
arrest cerebral ischemia, decided to enter into a collaborative study on the effects of one of 
Regeneron’s proprietary materials on cerebral ischemia in rats. Unlike our agreements with 
researchers at academic institutions, this collaboration was formalized using an agreement which 
does not grant Regeneron the first option to license any technology developed as a result of the 
collaboration. We entered into this agreement because we believe that although a great deal of 
important knowledge will be gained through this collaboration, no new patentable technology will 
result from it. 

To date, Regeneron has already provided Dr. Klatzo with know how, assistance, and 
proprietary materials valued at over $300,000. In light of some particularly exciting recent results 
obtained during this collaboration, which is now only seven months old, additional experiments 
have been planned. In order for Dr. Klatzo to carry out these experiments, he will be provided 
with additional materials valued at over SI .2 million' Clearly, research of this type could not be 
undertaken without the assistance of the biotechnology and pharmaceutical industry. 

1 bring up this example because, like Regeneron, many private companies are declining to 
enter into CRADAs with the NIH. As a result, NIH researchers are being cut off from resources 
(know how, materials, and, in effect, support) that would be available to them at academic 
institutions outside the NIH (since the pricing clause now applies only to CRADAs relating to the 
intramural (Bethesda) and not the extramural (university and foundation) research programs funded 
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by NIH). la addition to threatening the NIH's position as one of the world's foremost biomedical 
research institutions, this will ultimately be a loss for science, the biotechnology industry, and the 
American public. 

The issue is not whether private companies are willing to share the economic benefits of 
transferred technology with the government. We are willing to pay reasonable fees and royalties. 
A private company can take these potential future royalty payments into account as it develops a 
product. This is standard practice when one private company licenses technology from, another. 
Royalty requirements work because firms can reasonably predict what they will cost and how they 
will affect their potential for commercial success with the product. 

Many independent studies have found that the NIH discretionary price review process is 
crippling the technology transfer process at NIH. 

• The NIH insistence on price controls has "nearly ruined the system," said Dr. Steven Paul, 
'the former scientific director of the National Institute of Mental Health and a creator of the 
NIH technology transfer program. Cited by Dr. Robert Goldberg in "Race Against the 
Cure’. The Health Hazards of Pharmaceutical Price Controls," Policy Review, Spring 1994 
(number 68), pg. 34. 


threatens support for the program (Office of Inspector General, Dept, of HHS, Technology 
Transfer and the Public Interest. Cooperative Research and Development Agreements at 
NIH (OE1- 92-01100) (Nov. 93)). This report finds that the use of an arbitrary 
"reasonable price clause" is undermining the transfer of NIH patents to private companies. 
Many private biomedical research companies now refuse to participate in CRADAs. This 
fact undermines the rationale for appropriating so many billions of dollars to fund this basic 
research. The impact of these price controls has been startling. 1993 was the worst year 
for new CRADAs in the history of the program. In 1992, 47 new CRADAs were reached 
and in 1993 this declined to 26 new CRADAs. Moreover, most of these new CRADAs do 


not involve drug development, a trend that results from the application of the pricing 
clause. 


* Dr. Bruce Chabner, Director of the National Cancer Institutes (NCI) Division of Cancer 
Treatment, in testimony at a congressional hearing last year discussed specific instances in 
which companies have discontinued projects or suspended CRADA negotiations because of 
concerns raised by the "reasonable pricing clause," Chabner noted that "Other companies 
have simply refused to become involved with the NCI in early drug development .... 
NCI has no doubt that companies will not accept the risks of investing large sums in the 
development of a government product if their freedom to realize a profit is restricted. These 
companies are not willing to put their corporate fate in the hands of a government-appointed 
committee of experts. There are less risky ways for companies to make a profit." 
Testimony of Dr. Biuee Chabner, Director of the Division of Cancer Treatment, National 
Center Institute, before the House Subcommittee on Regulation, Business Opportunities 
and Energy of the House Committee on Small Business (Jan. 25, 1993). 

• The Committee to Study Medication Development at the National Institute on Drug Abuse 
states that the "reasonable-pricing clause required in (DHHS CRADAs) in the last year has 
been identified by NIDA as a major deterrent to attracting private- sector partnerships. . . " 
The Committee "recommends a change in the reasonable pricing provisions of DhTIS 
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CRADAs so that licensees or manufacturers of medications know explicitly the ultimate 
pricing or pricing structure for their potential therapeutic agent." It found that the number 
of CRADAs established by NIH had dropped from 126 ‘in 1992 to about 26 in 1993, 
Development of Anti-Addiction Medications'. Issues for the Government and Private 
Sector, Institutes of Medicine, 1994. 

• A recent article cites NIH officials attributing the price control clause for the precipitous 
decline in CRADAs. "Many pharmaceutical companies are reconsidering CRADAs, and 
NTH officials say four of the largest - Pfizer, Abbott Laboratories, Merck and the Upjohn 
Co. -- have told NIH that they plan to forego new CRADAs unless the pricing clause is 
removed." Christopher Anderson, "Rocky Road for Federal Research Inc.", Science, 497 
(October 22, 1 993). 

• The Cancer Letter has recently published a draft "Action Plan on Breast Cancer" developed 
from a recent NIH conference convened by Secretary Donna Shalala which recommends 
•"increase(d) efforts to speed the translation of basic research into clinical applications" and 
"review of the reasonable pricing clause in relation to CRADAs, as they impact on the flow 
of industrial funds into clinical research and, thus, affect collaborations." Cancer Letter, 
March 25, 1994. 

The NIH discretionary price control clause in CRADAs is undermining the transfer of this 
government developed technology. 

No one in the biotechnology industry is arguing that private biopharmaceutical companies 
should be permitted to charge unreasonable prices for their products. The industry, as a whole, 
does not charge unreasonable prices for its products now, which is demonstrated by the fact that 
the prices for biotechnology products tend to be higher, not lower, outside the U.S. 

Instead of attempting to set or regulate prices, NIH should aggressively license its 
technology in exchange for upfront cash payments and/or royalties on sales. The amounts of these 
payments or royalties should be determined by negotiation between the parties and could vary, 
based on (among other things) the stage at which the technology is transferred. Innovative 
payment and royalty agreements could be developed. These royalty payments could be made into a 
biomedical research trust to fund more basic research. 

The worst possible scenario is for the government to continue its basic research and then 
refuse to license its technology on terms that will ensure that it will be commercialized. Everyone 
loses with this approach, including taxpayers who fund the research, citizens who might benefit 
from the products, firms which could hire employees and pay taxes, and the United States for 
decreased competitiveness. 

In conclusion, the "reasonable pricing" clause of the NIH CRADA impedes the 
establishment of scientific collaborations between intramural NIH researchers and industry, 
inhibits the transfer and development of technology that would ultimately benefit the public, does 
not necessarily refect the public investment in NIH- supported research (or, more accurately, 
underestimates the private investment in intramural NIH research), may ultimately undermine the 
NIIT's position as a leading biomedical research institution, and essentially blocks, rather than 
furthers, the intent of the Federal Technology Transfer Act of 1986 (FIT' A). 
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Thank you for the opportunity to share these views with Dr. V annus and the NiH CRADA 
Forum Panel. 



Eric S. Brewster 

Technology Transfer Administrator 


cc: Sen. Aifonse D' Amato 
Sen. Daniel P, Moynihan 
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July 21, 1994 


My name is John Clymer. I am Vice President of 
Americans for Medical Progress (AMP), AMP is a non-profit, 
non -partisan educational organization. We protect and promote 
the interests of our country’s biomedical research community. 

Thank you for the opportunity to share with you our 
views on technology transfer. 

The Congressional intent of current technology transfer 
policy was to encourage commercialization of technologies 
discovered in federally-funded laboratories. Congress has 
viewed technology transfer programs as mechanisms to spur 
economic activity and to improve the well-being of citizens 
through, say, enhanced medical care. 

Programs to transfer biomedical technology from 
government-funded labs to private industry which, in turn, 
develops new cures and treatments and brings them to market, 
have been quite success fill. 

Now, however, NlH’s addition of a “reasonable price” 
danse to its cooperative research and development agreements 
threatens to hinder the development of life saving medical 
innovations. 

Ths •‘iga gona bte giissr.ste is.c Q imtsLd?rQdticXiYg, it 
drives medical research companies away from technology 
transfer. Representatives of several major drug development 
companies told me their firms will not enter into any new NIH 
CRADAs until the “reasonable price” clause is dropped. 

Ot» told me, “This reasonable pricing clause is straining 
a lot more relationships between NIH and industry than just 
those in the CRADA area. There’s a fear on the part of 
companies that doing anything with NIH may result in getting 
caught up in this type of a pricing clause.” 

A U.S. International Trade Commission report states 
that, “the enactment of cost-containment programs, price 
controls, or both on a national level often results in decreased 
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Levels of R&D spending. Several countries that have implemented such programs 
have seen their pharmaceutical industries weaken or shift outside their borders.” 

-- NIH, academic institutions 

which receive NIH funds, research companies and, most important, patients. 

For NIH to do excellent basic research, then have it go un- or under-utilized is 
inefficient and contrary to Congressional intent. 

Moreover, many companies won’t enter cooperative R&D agreements with 
NIH-funded university labs because they don’t want to get entangled in price 
controls. This deprives some of our country’s most productive medical research 
institutions of crucial sources of research funds. 

But it’s patients waiting and praying for life-saving and extending therapies for 
deadly diseases who suffer most. Many of the companies wlio shun NIH CRADAs 
are among those most capable of developing and manufacturing new drugs. 

JM “reasonable price” chaisaitusaten s a recent 

Congressional Research Service study found that, “Since NIH has chosen to utilize 
the fair pricing clause, fewer firms are interested in cooperative work with the 
laboratory.” 

The report warned, “The implications may be significant, not just for the 
companies involved, but for the development of new biotechnology drugs to meet 
the health, public welfare, and economic growth needs of this Nation.” 

of prices . 

NIH do not have an office dedicated to the administration of this policy nor does it 
have relevant experience. 

Miiis. alQiie mQa^fed^l research agencies in its inclusion of a “reasonable 
price” clause in its CRADAs. They serve the public through policies that provide 
for rapid, effective development of new technologies to improve human health. 

Americans for Medical Progress supports system changes to reduce medical 
inflation. But price controls such as the “reasonable price” clause will exacerbate 
health care costs by delaying or preventing the introduction of cost-saving medical 
innovations. 

AMP believes funds from products based on NIH research should be 
reinvested in biomedical research. One way to achieve this would be for royalties 
paid by companies for NIH technologies to be earmarked for additional NIH 
research, rather than going to the Treasury as general revenues. 

I urge you to consider the adverse impact of the “reasonable price” clause on 
technology transfer and, more important, our country's medical progress. That, 
after all, is the goal we share 

Thank you for your attention. 
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Dr. Hank T. Saf ferstein 
Cooperative Venture Manager 
Technology Transfer Branch 
National Institutes of Allergy and 
Infectious Diseases 
National Institutes of Health 
Building 31, Room 7A-32 
9000 Rockville Pike 
Bethesda, MD 20892 

Re: Forum on Collaborative Research and Development 

Agreements Meeting July 21, 1994 

Dear Dr. Saf ferstein: 

I am writing in response to the Notice that appeared in the 
Federal Register of July 8, 1394, concerning the above - 

referenced Forum , 

My comments are specifically relevant to circumstances arising 
from background patent licensing and the licensing of 
cooperative research developments. 

I am writing in my own capacity as a legal counselor and 
advisor in technology transfer issues. I have been 
negotiating these issues with PKS and the component institutes 
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of the NIH since the inception of the Federal Technology 
Transfer Act. I believe that the concerns which X express 
her® are of increasing importance to present and future CRADA 
participants. These concerns must be addressed, if the CRADA 
concept is to survive and, be successful. 

As a CRADA partner, the Government has a duty as a matter of 
law to deal fairly with its CRADA partners. The Ad hoc Group 
of Consultants should make policy recommendations to safeguard 
CRADA partners from breaches of this duty. 

We are in an embryonic period of technology transfer, when the 
Government is undertaking transactions that might otherwise 
occur solely in by the commercial sector. As a matter of law, 
the Government must be held to the same standards as private 
parties whan it engages in commercial transactions, unless 
there is a statute of regulation to the contrary. See, e.g . , 
Traveler® Indemnitee Company v. First National State Bank of 
New Jersey , 328 F. Supp. 208 (d.n.J. 1971); Mol ton, Allen & 
Williams, Inc. v. Harris, 613 F . 2d 1176 (D , C . Cir. 1980). 

In particular, when a CRADA partner is granted rights in & 
given patent or patent application, the Government should not 
engage in conduct that might diminish the value of the rights 
granted to the CRADA partner. To do so is wasteful of the 
taxpayers' investment and undercuts an industry that relies on 
a consistent valuation of Government technology in gauging the 
commitment of its own resources to the CRADA. 

No patent or patent application which is made available to an 
industry CRADA partner should be compromised by action taken 
pursuant to another CRADA. When NIH licenses patent document 
tg one CRADA partner, and another CRADA partner has a patent 
which is alleged to dominate, the strength of the former 
document must not be compromised. By the same token, where a 
Government licensed application is involved or may become 
involved in an opposition or an interference proceeding, the 
Government must not engage in conduct that diminishes the 
value of the rights it has licensed. This means, for example, 
that the Government muse enforce its patent application at all 
stages of prosecution and after the grant of a patent, and 
that no institute can enter into a CRADA or license or any 
other relationship that has the effect of diminishing the 
value of background rights licensed under another CRADA, 
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If Company A is relying on background rights for a CRADA with 
NIH and Company B has a patent that is alleged to dominate 
over the patent application licensed to Company A, then NIH is 
in breach of its common law duties of fair dealing to Company 
A if it enters into an agreement with Company 8 that in any 
way reduces the value of the right licensed to Company A. For 
example, if NIH is opposing Company B's patent alleged to 
dominate over the application of NIH licensed to Company A, 
NIH cannot grant rights to Company B in the patent application 
licensed to Company A without safeguarding the rights of 
Company A. NIH must begin to make commercial decisions which 
may result in a reduced quantity of transactions, but an 
enhanced quality of its transactions , 

There has been discussion about decentralizing technology 
transfer by having each institute administer its own 
technology transfer. I caution that there must be a 
centralized system that tracks all of the NIH component 
institutes CRADAS, so that no CRADAS are entered into that 
have the potential to compromise in any fashion technology 
that the Government has already licensed to another CRADA 
partner. This requires an ability to have available an 
institutional knowledge of all aspects and nuances of relevant 
CRADAS that can be drawn upon before entering into new CRADAS. 
In point of fact, NIH does not possess such an ability even 
now. 


Thank you for the opportunity to present these views. I 
believe the CRADA program has great potential, but the 
foregoing concerns must be dealt with so that the Government's 
partners can rely upon the Government as a viable partner in 
this important work. 


My kindest regards. 


RSF : sb 
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My name is Chuck Ludlam and I am Vice President for Government 
Relations of the Biotechnology Industry Organization (BIO). 

BIO represents over 500 companies and other organizations, including 
virtually every company with which NIH has CRADAs. 

BIO representatives have testified at two recent Congressional hearings on 
technology transfer issues and will testify soon at another. We have a 60 member 
Technology Transfer Task Force at BIO working on these issues. 

We appreciate the scheduling of this Forum and the opportunity to present 
our views. 

There is overwhelming support for technology transfer in the Congress. It 
is rightly viewed as a fundamental policy to enhance our nation’s competitiveness. 
The NIH technology transfer program is vital to the health of millions of 
individuals who are suffering from diseases for which there are no effective 
treatments or cures. 

I would like to make four points. 

First, BIO believes that NIH has no legal authority for its "reasonable 
price" clause a nd that it undermines the effectivene ss of the T^TH technology 
transfer program! " 


In terms of legal authority we believe that NIH has no more authority to 
impose a pricing clause on licensees than FDA would have to add pricing to 
"safety" and "efficacy" as a regulatory requirement. 
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In terms of the impact of the clause I have personally heard from dozens of 
companies which would not even consider a CRADA with NIH. Many of them are reluctant 
to say this publicly. 

Their reason for their refusing to participate is clear. With the pricing clause they are 
not able to make any determination of the likelihood that they will be able to generate a 
reasonable rate of return on their considerable research and development investment. 

They are perfectly willing to pay reasonable fees and royalties, but they must reserve 
their right in a free enterprise economy to set a price for their products. This price will, of 
course, be dependent on the health care marketplace. 

Let me cite one example of the impact of this policy. 

I am aware of one company which was negotiating a joint venture with another 
company which had been awarded a one million dollar grant from the Department of Energy 
(DOE). DOE is an agency which has never imposed a "reasonable price" clause in its grants 
or licenses. This particular grant included no such clause. However, the investors in the 
company negotiating the joint venture insisted that the company with the grant renounce the 
grant to avoid any possibility of "contamination" of the joint venture project and it offered to 
pay, and did pay, the DOE grantee one million dollars to make up for the renounced grant. 

In short , "reasonable price" clause is now undermining 

relationships Between other agencies of t he government and private companies. It is certainly 
TmdEfmlmhg the effectiveness ot"fhe"K!Htechnology transfer program. 

Because the "reasonable price" clause is undermining the effectiveness of the NIH 
technology transfer process, it may ultimately undermine the rationale for appropriations for 
NIH research. 

The interests of the government are fully satisfied if the CRADA partners of NIH 
agree to pay appropriate fees and royalties on any commercial product which is developed 
from the agreement and if the whole program stimulates research into cures and therapies for 
deadly and costly diseases, employment and economic growth and the competitiveness of 
U.S. firms. 

Most important, because this clause is undermining the technology transfer process it 
is fundamentally inconsistent with the interests of the patients who wait for cures and 
therapies. They are the ones who die and feel pain as a result of this policy. For them this 
is not a question of statutes, law, or economics. 

Second, let me comment on the political context in which this issue is being 
considered. 
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We cannot ignore the fact that drug prices are controversial and the current 
"reasonable price" clause included in NTH CRADAs is a political statement as much as a 
regulatory requirement. Drug prices are the subject of heated debate in the Congress as part 
of the health care reform debate. 

Let me be more specific. Legislation has been introduced which would, in effect, 
require the government to set prices for drugs which are utilized by Medicare beneficiaries if 
the "Federal government had a substantial role in the research and development of the drug.” 
The prices would be set by subtracting a "rebate" from the manufacturer’s sales price and 
requiring that it be paid to the government. 

If enacted into law this bill would be the first legislative requirement for the 
government control of the prices of licensed technology. 

Ominously, the bill makes no distinction between direct and indirect government roles 
in the research and development of the drug. It would require the setting of prices for drugs 
developed under licensing agreements pursuant to both the NIH intramural and extramural 
programs. 

It would require this price setting even though the manufacturer is paying a royalty to 
the government agency or academic institution from which the technology was licensed. 

The term "substantial” is, of course, not defined. 

If a company refuses to abide by the price set by the government it would be 
blacklisted from all sales under the Medicare program. 

The bill would only apply to drugs sold to Medicare beneficiaries, not to drugs sold 
to non-Medicare beneficiaries. We believe, however, that once Medicare has set a price that 
this price would, in effect, set the ceiling for the price of the drug no matter what market is 
involved. 

This proposal may well be offered as an amendment to the health care reform 
legislation in the next few weeks. 

Let me be clear. If this NIH Forum reaffirms the current NIH "reasonable price" 
clause it will, in effect, invite Congress to institutionalize the pricing clause and apply this 
requirement to both the NIH intramural and extramural programs. 

It is time for NIH to stand up and say that this policy has been tried and has proved 
to be counter-productive. This is NIH’s issue, not just BIO’s. 

Third, let me comment on the relationship between NIH technology transfer policies 
and those of other government agencies with CRADAs. 
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NIH is the oniy agency involved in biomedical research with includes the "reasonable 
price" clause in CRADAs. 

We believe it is particularly strange that this clause is included in CRADAs from the 
NIH Human Genome Project but not in CRADAs from the Department of Energy genome 
program. 

The clause is not included in the CRADAs of the Walter Reed Hospital or the many 
other government agencies involved in biomedical research. 

If there exists a rationale for including the pricing clause in NIH CRADAs, there is 
no reason why such a clause should not also be included in the CRADAs of other agencies. 

If the clause can apply to medicines, it can also apply to flat panel screens. 

In fact, if pricing clauses are included in licenses where companies pay royalties to 
the government, it would seem to ihake even more sense for grantees of the government to 
sign such clauses. 

This would potentially affect grantees of the National Science Foundation, grantees of 
the NIST Advanced Technology Program, SBIR award recipients, and numerous other 
government grant programs. 

In short, the issue here goes way beyond NIH. The issue here is generic to every 
government technology transfer program. If the government develops technology and 
transfers it to company or provides a grant, the company is able to develop a product and 
generates sales, and a controversy arises over the price of this product, calls will come for 
the government to regulate the prices of the licensees or grantees. Other technology transfer 
and grant programs are just a headline away from calls for price controls. 

NIH shares its statutory mandate for CRADAs with that of other agencies and it is, 
therefore, incumbent on it to coordinate its policy with that of other agencies with CRADAs. 
There should be a heavy presumption against NIH adopting any policy which is 
fundamentally inconsistent with that of the other CRADA agencies. The fact that no other 
agency has engaged in this form of price control substantiates our view that NIH has no legal 
authority for this policy. 

The NIH "reasonable price" policy will undermine the effectiveness of every 
government technology transfer policy — or grant program — to which it would be applied. 
NIH bears a heavy responsibility for setting, or confirming at this Forum, any policy and 
precedent which would undermine the effectiveness of the CRADA programs of other 
agencies. 

Finally, it may be tempting for NIH in its current review of CRADAs to decide to 
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limit its pricing clauses only to very late stage development agreements, where a drug is 
essentially ready to be marketed to the public. This would severely limit the application of 
the clause. In most cases the private industry licensee must invest substantial sums, a 
multiple of the amount invested by NIH, in the development of a drug, taken through clinical 
trials, approved by the FDA, and sold to the public. 

Such a restriction would ensure that NIH would have the greatest difficulty in 
licensing products which could quickly provide medical benefits to patients. Barriers and 
disincentives for technology transfer in these cases would be not just be unwise, it would be 
tragic. 


In addition, if NIH restricts its use of the pricing clause to these rare cases, it will 
still have a chilling effect on the whole technology transfer program. Every licensee would 
be concerned that any research it undertakes with the NIH would eventually, as it focuses 
more and more on a specific product, come under the pricing clause. Companies often enter 
into a series of CRADAs, each with its own specification of the work, and they would be 
reluctant to enter into the first CRADA for fear that the second or third or fourth would 
contain the pricing clause. 

The issue here is one of law, policy and principle. Pricing of medicines is for the 
health care market to determine, not the NIH. This is neither the agency’s mandate or 
responsibility. Its responsibility is to conduct the best possible basic research and to transfer 
its technology in a manner that will ensure that it will reach the bedside of patients. This is 
what the American people and the Congress expect and deserve. 

To conclude, the simple, practical, fair and legal approach to this issue is for NIH to 
aggressively license its technology in exchange for reasonable fees and royalties. This will 
fully reimburse the government for its expenditures and revitalize the NIH CRADA program. 

Again, we applaud the NIH for undertaking this review of the CRADA program and 
appreciate the opportunity to present the views of the biotechnology industry at this Forum. 

I ask that a copy of testimony presented on behalf of BIO to the Joint Economic 
Committee be printed in the hearing record. This testimony presents a complete statement of 
BIO’s views on the NIH CRADA program. 

Thank you again for this opportunity to testify. I am happy to answer your questions. 
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The following Position Paper is submined by the Biotechnology Industry 
Organization at the July 21 NTH CRADA Forum. It covers a range of issues 
impacting the effectiveness of the NIH technology transfer process. 


Introduction 

The mission of the National Institutes of Health (NIH) is to conduct 
biomedical research in an effort to improve the health and quality of life of the 
American people. The authority granted to NIH to enter into Cooperative Research 
and Development Agreements (CRADAs) has and will continue to support and 
facilitate NIH’s research mandate. CRADAs also offer the public a vital chance to 
accelerate the transition of discoveries into health care products. NIH’s 
administration of its CRADA authority is problematic, however, and BIO offers the 
following comments in the spirit of collaboration and in the best interests of the 
United States public. 

(1) Applicability of CRADAs to Diverse Research Projects 

NIH appears to have taken in inappropriately conservative view of the kinds 
of projects that it will approve for CRADAs. The MH Director should encourage 
NIH scientists to enter into CRADAs when this will facilitate their research and the 
transfer of research discoveries into practical uses. NIH also directly benefits from 
CRADAs by accessing external research expertise, proprietary research materials, 
and landing for post-doctoral staff, equipment and travel. 

Pursuant to Section 301(a) of the Public Health Service Act, agencies of the 
Public Health Service, such as NIH, are authorized to 

conduct... and encourage, cooperate with and render assistance to other appropriate 
public authorities, scientific institutions and scientists in the conduct of, and promote 
the coordination of, research, investigations, experiments, demonstrations, and studies 
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relating to the causes, diagnosis, treatment, control, and prevention of physical and mental 
diseases and impairments of man... 

In pursuit of this solemn mission, NIH supports a broad spectrum of research approaches, 
spanning from basic laboratory research to clinical research. 

The Federal Technology Transfer Act (FTTA) defines a CRAD A as "any agreement 
between one or more Federal laboratories and...non-Federal parties... toward the conduct of 
specified research or development efforts which are consistent with the missions of the 
laboratory. " The legislative history and implementation of the FTTA by various agencies show 
no indication that it was the intention of Congress to limit CRADAs only to research that reflects 
"practical technology" rather than generally to encourage collaboration with industry in mission- 
appropriate research. In other words, Congress broadly defined the categories of collaboration 
(e.g., research or development) that are to be encouraged, rather than any particular kind of 
projects (basic or applied). BIO notes that the PHS Act, which defines NIH’s mission, 
explicitly also encourages cooperation, encouragement and assistance. 

In recent internal debates at NIH, the propriety of CRAD A projects such as those 
involving gene therapy have been questioned because they encompass very basic scientific 
objectives. However, because NIH policies reserve the right to publish the results of any 
CRADA project, CRADAs on mission-appropriate projects, such as involve gene therapy, 
should not be viewed as a threat to the integrity or mission of NIH. NIH has and should assure 
the public that access to NIH is fair and that NIH laboratories have not become captives of 
industry. NIH should refrain from attempting to make subjective decisions about which projects 
are basic vs. applied and encourage all investigators to consider CRADAs as the FTTA 
contemplates. 

(2) Staffing for the CRADA and Technology Transfer Programs 

Most Federal laboratories have established industrial liaison offices and more significantly 
have allocated at least one full time professional staff person to coordinate the development of 
a CRADA program. A successful program requires outreach to industry, training of NIH staff 
and scientists and a commitment to continuous program improvement Surprisingly, NIH has 
not filled a CRADA position at the Office of Technology Transfer (OTT). This function should 
not continue to be a side job for senior OTT staff. Reasonable assistance to companies and the 
acceptance of CRADAs on the part of intramural scientists requires a "champion” on the central- 
NTH staff. The consequences of inadequate staffing in technology transfer matters recently were 
highlighted at a hearing of the House Small Business Committee. Adequate staffing of the 
CRADA program is necessary for it to be successful. 

Additionally, NTH reorganized the Office of Technology Transfer last October and 
established a number of managerial, administrative and support positions. Still vacant are 
positions for the OTT Director, Division Director for Technology Transfer, Chiefs of two 
technology transfer teams, several legal assistants and a Division Director for Administration. 
NIH’s seeming inability to recruit and fill these positions has limited its ability to transfer 
technology , resulted in professional staff handling secretarial duties and interfered with timely 
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The corporate world perceives the CRAJDA process to include any technology that 
results from collaborations. For the NIH, these processes are completely separate. 
Collaborators are asked to accept the risk, should inventions result, that a license would in feet 
be guaranteed, as authorized by the FTTA, and the time delay that negotiating and executing 
suck an agreement would entail. 













License negotiation. Dealing with one party, sufficiently trained and adequately supported, 
would solve the coordination problems and go a long way toward reducing bureaucratic delays. 

However, BIO recognizes that each Institute has its own unique research mission. 
Therefore, we recommend that each Institute maintain its responsibility for negotiating the 
specific areas of scientific areas of scientific collaboration appropriate to its authorized mission. 
We suggest that the CRADA subcommittee be abolished, in favor of greater Institute control 
over their own research missions, and in favor of a more generalized NIH technology transfer 
policy committee, a centralized office should be established to negotiate all business and legal 
issues and terms of the CRADA document itself, with staff uniquely well trained in these 
matters. 

If a centralized office is not possible, we recommend a team approach to CRADA 
negotiation, with greater involvement of the licensing specialists from the Office of Technology 
Transfer, and dedicated staff form the Office of General Counsel at the earliest stage of 
discussions with the corporate collaborator. This team should have the authority to approve 
CRADAs. Member of this team should be known to the potential collaborates. 

At a minimum, we recommend that consistent cross-institute policies and procedures be 
established, that Institute staff be rigorously and routinely trained and retrained in those policies 
and procedures, that there be established a dedicate!, centralized CRADA support staff, perhaps 
within the OTT. Hopefully, greater understanding of corporate motivations may reduce the 
confrontational attitude prevalent among some at the NIH, and generate an attitude of mutual 
cooperation. 

(4) Enforcement of Patent Rights 

In virtually all cases the transfer agreement involves the licensing of a patent or patent 
application. Patent issues are quite complex. It is common for patents to conflict with one 
another, and there can be complicated negotiations and litigation among various patent owners. 
It is critical for one to enforce ones patent vigorously in every forum. Patents which are not 
well defended can be devalued or even made worthless. In most cases it is the licensee which 
has the greater interest in enforcing the patent. The government is not experienced in, or funded 
for, this specialty and should rely on licensees to handle any challenges to the patent. 

In theory, each institute relies on the NIH Office of Technology Transfer (OTT) to 
manage virtually every aspect of the institutes patent portfolio. Thus, OTT is expected to act 
rather like an in-house corporate counsel on behalf of the institute, interacting with selected 
outside counsel on diverse issues such as when to file an application, whom to name as 
inventor(s), what to claim, and how to handle relations with licensees. Even when the institute 
can afford a patent liaison to interface with OTT, however, the press of work and critical 
understaffing at OTT means it cannot maintain consistent communications with the institute or 
act as if it lacks a clear mandate from the institute or even know what the latter wants. 
Conversely, institute personnel tend to perceive that they, rather than OTT, must make all 
decisions about a given case. The result is general confusion and sometimes open antagonism 
between OTT and the "client"institutes, a fact that is communicated to outsiders in the form of 
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mixed signals and indecisiveness. The NIH Director should articulate the authority delegated 
to the OTT and ensure that the institutes cooperate. 

Thus, NIH gives the general impression that it is unable either to prosecute and enforce 
its patents effectively or to delegate such functions to its licensees. The aforementioned absence 
of an effective management structure for technology transfer is exacerbated by wholly inadequate 
levels of funding and staffing for OTT operations. The simple task of reaching the appropriate 
person at OTT can become a difficult task for institute personnel and outsiders alike, for 
example. As a consequence, both morale and the availability of trained advisors at OTT have 
worsened steadily in recent years. 

Finally, OTT’s ability to deal productively with the private sector is undercut by the fact 
that the final word on patent enforcement as weil as numerous contractual issues comes not from 
the NIH General Counsel’s Office but rather from theU.S. Department of Justice. In particular, 
key individuals of Justice have made no secret of their hostility toward the notion that the U.S. 
government should ever be a party, even indirectly, to an effort to enforce any government- 
owned patent. The division of authority with Justice adds yet another delay to decision-making 
at NIH and, in addition, makes it nearly impossible for NIH to "grant to [a] licensee.. the right 
of enforcement" pursuant to 35 USC §207 (a)(2). — 

(5) Scope of Work Limitations 

Scientific research is a process typified by serendipity. One discovery can lead to 
another, surprises are common, and dead ends can be very instructive. If NIH overly restricts 
the scope of the work to be conducted under a CRADA, the flexibility of the scientists to pursue 
interesting leads is limited and the attractiveness of the research project to the company is 
diminished. Similarly, if NIH limits the scope of the license so that serendipitous discoveries 
are not covered, it may leave a licensee unprotected when it achieves a medical advance. The 
agreements need to include both directly and indirectly related discoveries that are made in the 
course of the collaboration. Restricting the scope of the technology covered by the license 
ignores the nature of the scientific discovery process and is unreasonable, given the public 
interest in expeditious product development. 

In the past year or two, NIH appears to have adopted a policy of trying to restrict both 
the scope of CRADAs that it will enter into and the rights it is willing to transfer exclusively 
with respect to technology developed under a CRADA. For example, when a company proposes 
a work plan with several related approaches to a particular problem, NIH may restrict the plan 
to one approach. If an invention arising under the CRADA has several related uses, NIH may 
attempt to restrict exclusive rights to only the particular use for which work was done under the 
CRADA. This policy undercuts the incentive of companies to enter into CRADAs, does not 
fully recognize the serendipitous nature of scientific research, and is counter to the policies 
embodied in the Technology Transfer Act of 1986. 

We recognize the need for NIH to avoid CRADAs that may unfairly or unwisely tie up 
the work of an entire laboratory. However, this does not mean that a broad work plan is 
automatically to be rejected. Such a work plan should be permitted, once an NIH researcher 


A-44 


Appendix A 




or group of researchers decide they would like to collaborate with a company in a broad area 
and that company brings to the collaboration meaningful scientific and other resources consistent 
with the proposed work plan. Similarly, unrealistic attempts to narrow a broad work plan to 
eliminate reasonably foreseeable secondary areas and aspects of the work that are directly related 
to the primary efforts is an unrealistic view of the nature of science and business. Since the 
technology rights available for licensing exclusively under a CRADA are defined by the work 
plan, such unrealistic boundaries create major concerns and provide major disincentives to a 
company for entering into a CRADA. A company simply cannot allow itself to be placed in a 
situation where its work may have enabled a broad new area of technology, yet be entitled to 
exclusive rights for only to part of that technology, this places it in the position of having 
enabled its competitors. 

An overly restrictive work plan also ignores the serendipitous nature of science. 
Unexpected discoveries are common, and scientists are trained to pursue interesting leads, often 
shifting course quickly from an original research plan, if NTH crverly restricts the scope of the 
work to be conducted under a CRADA, the flexibility of the scientists to pursue interesting leads 
is limited, and the attractiveness of the research project to the company is diminished, therefore, 
there needs to be some degree of flexibility in the work plan, wnich is accomplished by having 
a plan that is reasonably broad in scope and flexible in the description of the project. 

Similarly, if the CRADA results in an invention, there needs to be reasonable breadth 
and flexibility with respect to the technology to be licensed exclusively to the collaborator. 
Unreasonable restrictions on the c\scope of the field or fields of the licensed technology or 
artificial divisions within a particular field unfairly limits the returns that the collaborator 
reasonable expects and significantly undercuts incentives to enter into future CRADAs. While 
it may be inappropriate to license a field of use to a company that is not in that field ar has no 
immediate plans to enter it, it is also inappropriate to deny the reasonable and logical 
implications of the specific research and discovery. Also, if NTH limits the scope of license so 
that serendipitous discoveries are not covered, it may leave licensee unprotected when it achieves 
a medical advance. The agreements need to include both directly and indirectly related 
discoveries that are made in the course of the collaboration. Again, a company should not be 
put into a position of funding and participating in research, the technological results of which 
can then be licensed to a competitor. 

The goal of the 1986 Act is to encourage transfer of technology from government 
laboratories to the private sector. We believe that meeting this goal requires an overriding 
philosophy of taking all reasonable steps to facilitate broad technology transfer. Consistent with 
the reasonable protection of the public interest and the fair implementation of a technology 
transfer program, NIH should "err” on the side of broad rather man narrow technology transfer 
policies and activities. 

(6) Observance of Duty of Fair Dealing 

In some cases, an NIH scientist or one or more institutes are working with more than one 
company at a time on a given or related subject. It is critical for NIH to protect the intellectual 
property licensed to each of its licensees and to ensure that NIH does not engage in any conduct 


Reports of the NIH Panels on CRADA Forums I and II 


A-45 


which reduces the value of the rights it grants to its CRADA partners. NTH must not enter into 
C RAD As that have the potential to compromise any of the technology that it has licensed either 
by way of background rights or in any other manner. 

(7) Negotiation of Licensing Terms 

NIH is reluctant to negotiate and agree to a license upfront for whatever technology might 
be developed under a CRADA. Under current CRADA guidelines, the commercial collaborator 
has only an option to negotiate a license to develop the inventions of the joint research project, 
in contrast to a license to develop and commercialize the invention. The absence of a licensing 
obligation from NTH regardless of the performance of the commercial collaborator under the 
original CRADA, or its capabilities or commitment to commercialize the invention, adds an 
unacceptable level of risk to the original financial investment for the commercial collaborator. 
Steps should be taken to protect the interest of both parties. 

Specifically, NIH should develop criteria defining an acceptable commercial partner. 
During the original CRADA negotiation the commercial collaborator would be given the 
opportunity to provide acceptable evidence of its experience, capability, and commitment to 
commercialize the expected inventions to meet the criteria established by NTH. Based on the 
information presented by the partner, NIH would certify the acceptability of the partner for 
purposes of a subsequent licensing agreement. 

During the original CRADA negotiation both parties will agree on basic terms of the 
agreement to develop and commercialize the invention. These terms will include the degree of 
exclusivity of the license and the range of royalties and fees. This will at least provide a cap 
on the license cost to the company. With this information available at the outset, the company 
will decide whether there is sufficient upside to justify its investment. At the same time the 
company would be protected against a new entity coming in to buy a successful project and 
outbidding the original sponsor that took all the risk. In short, CRADA partners should have 
vested license rights at the outset in all fields of use to whatever inventions are made under a 
CRADA. 

(8) Reasonable Price Clause 

BIO’s position on the "reasonable price" clause is covered in BIO’s written submission 
to the NIH Forum. 
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INTELLECTUAL PROPERTY AND FAIR PRICING CLAUSES IN 
AGREEMENTS BETWEEN THE FEDERAL GOVERNMENT AND 
PRIVATE INDUSTRY RELATING TO RESEARCH ON 
PHARMACEUTICAL PRODUCTS FOR SERIOUS OR 
LIFE-THREATENING DISEASE 

The Pulbic/Private Issues Subcommittee of the National Task Force on AIDS Drug 
Development has identified two barriers that may prevent the rapid development and 
evaluation of treatments for HIV/AIDS: 1) the National Institutes of Health (NIH) has 
declined to Include clauses granting exclusive patent licenses for inventions made during 
research conducted under cooperative research and development agreements (C RADAs) 
and other research agreements with the pharmaceutical industry, and 2) the NIH began in 
1 §89 to insist on the inclusion of so-called "fair price 1 ’ or "reasonable price" clauses in 
C RADAs and other research agreements with the pharmaceutical industry. 

The Subcommitee believes that these two policies have resulted In a stifling of 
collaboration between the federal government and the pharmaceutical industry, and could 
prevent the rapid development of treatments for HIV/AIDS. The lack of appropriate 
intellectual property clauses and the inclusion of fair pricing clauses represent 
administrative decisions that are not required by congressional enactment. The 
Subcommittee recommends that appropriate intellectual property clauses should be 
included in, and pricing clauses should be excluded from, C RADAs and other collaborative 
agreements relating to pharmaceutical products (including drugs, biologies, and medical 
devices) for serious or life-threatening diseases (an established category of products for 
which the FDA considers treatment INDs under 21 C.F.R. §312.24 and accelerated 
approval of NDAs under 21 C.F.R. subpart H). 
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CRADA Forum II Agenda 


Bethesda Marriott 
5151 Pooks Hill Road 
Bethesda, MD 20814 

September 8, 1994 


7:30-8:30 

8:30-8:45 

8:45-9:15 

9:15-9:45 

9:45-10:45 


10:45-11:00 

11:00-12:30 


12:30-1:30 


Registration 

Charge to the Panel 

Dr. Harold Varmus, Director, NIH 

Overview of CRADAs and NIH Licensing Program 
Ms. Barbara McGarey, OTT, NIH 

History and Effect of the “Reasonable Pricing” Clause 
Dr. Thomas Mays, NCI, NIH 

Panel Discussion 

Paying Back the Public Investment: What Kind of 
Return Is Appropriate? 

Comments from the Floor 

Break 

Panel Discussion 

Paying Back the Public Investment: How Much Return 
Is Appropriate? 

Comments from the Floor 

Lunch 
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1:30-2:45 


2:45-3:45 

3:45-4:00 


4:00-5:30 


Panel Discussion 

Paying Back the Public Investment: Balancing Public 
Payback and New Product Development 

Comments from the Floor 

Additional Public Comment Period 

Break 

Panel Writing Session 
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CRADA Forum II Mandate 


The Federal Technology Transfer Act of 1986 (FTTA) and subsequent 
executive order 12591 (April 10, 1987) were developed in recognition that U.S. 
industrial competitiveness can be greatly enhanced if technology developed in 
Federal laboratories is commercialized by American industry. To stimulate 
technology transfer, the FTTA authorizes Federal laboratories to enter into 
cooperative research and development agreements (CRADAs) with industry (and 
others) and provides incentives to both the Federal scientists and collaborating 
companies to do so. CRADAs provide an opportunity for NIH scientists to join 
with their private colleagues in the joint pursuit of common research goals. 
Since 1986, NIH has conducted cooperative biomedical research, primarily with 
industrial partners, under 206 CRADAs. As the Government’s experience with 
CRADAs has grown, several issues of concern have developed, prompting NIH 
to seek advice and develop appropriate policy. 

The NIH Director convened a Forum on July 21 to solicit advice and rec- 
ommendations from the biotechnology and pharmaceutical industries, the 
research community, and the public on issues relating to cooperative research 
and development agreements. The Forum focused its deliberations on scope of 
the research and license rights under a CRADA, fair access to collaborative re- 
search opportunities, and the “reasonable pricing” clause. The “reasonable 
pricing” clause elicited the most discussion from industry, NIH scientists, and 
the public. 

The NIH Director is now convening a follow-up Forum, solely on “reason- 
able pricing,” to solicit additional advice and recommendations from primarily 
consumers and other public interest groups. The issues to be addressed are: 

® Paying back the Government investment: What kind of return is 
appropriate? 

Is the public investment in products developed through licensing NIH 
technologies adequately reflected through the payment of royalties and 
the expeditious development of new products? If not, is it also suit- 
able for NIH to become involved in “downstream” issues of marketing 
and distribution, such as the pricing of such products? How else could 
or should the public investment be reflected? 
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® Paying back the Government investment: How much return is 
appropriate? 

NIH currently obtains a financial payback from licensees for the right to 
develop Government technology in the form of license execution fees, 
minimum annual royalties, and royalties on net sales. NIH also en- 
sures expeditious development through benchmarks and milestone 
requirements within the license. NIH negotiates this financial and 
“development” return on a case-by-case basis taking into account the 
type of technology, the amount of Government investment (both finan- 
cial and intellectual), the stage of development of the technology, and 
the public health benefit or research value of the technology. 

If additional types of return are desired, should these also be tailored 
according to the amount of the NIH investment and the stage of the 
investment in the product development continuum? As with royalties 
and development benchmarks, should NIH negotiate additional types 
of payback on a case-by-case (or categorical) basis using the above 
criteria? 

® Paying back the Government investment: Balancing public payback 
and new product development 

If scrutiny of product pricing is appropriate to ensure reflection of the 
public investment, are NIH licenses the right vehicle in which to re- 
quire the scrutiny? If not, how and by whom should this be accom- 
plished? If assumed by NIH, will this role conflict with the NIH tech- 
nology transfer mission and hamper new product development? Is 
decreased new product development acceptable in return for having 
NIH play a role in the “downstream” marketing and distribution of the 
product? If not, how can NIH become involved without negatively 
affecting new product development? 


NIH CRADA FORUM II 
September 8, 1 994 
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CRADA Forum II Invited Speakers 

September 8, 1994 


Dr. Harold Varmus 
Director 

Bldg. 1, Room 126 
National Institutes of Health 
Bethesda, MD 20892 


Ms. Barbara M. McGarey, J.D. 
Deputy Director 
Office of Technology Transfer 
National Institutes of Health 
6011 Executive Blvd., Suite 325 
Rockville, MD 20852 


Dr. Thomas Mays 
Director, Office of Technology 
Development 
National Cancer Institute 
Bldg. 31, Room 4A51 
National Institutes of Health 
Bethesda, MD 20892 
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CRADA Forum II Public Testimonies 


September 8, 1994 


Dr. Michael Rogawski 
Epilepsy Research Branch 
National Institute of Neurological 
Disorders and Stroke, NIH 
Bethesda, MD 

Mr. Chuck Ludlam 

Vice President for Government Relations 
Biotechnology Industry Organization 
(BIO) 

Washington, DC 

Mr. Ronald A. Rader 
President 

Biotechnology Information Institute 
Rockville, MD 

Mr. James Love 
Director 

Taxpayer Assets Project 
Washington, DC 

Ms. Eleanor J. Lewis 
Director 

Government Purchasing Project 
Washington, DC 

Mr. Christopher J. Doherty 
Washington Director 
New England Biomedical Research 
Coalition 
Washington, DC 

Dr. Vincent F. Simmon 

President and Chief Executive Officer 

Alpha I Biomedicals Inc. 

Bethesda, MD 


Ms. Ellen Stovall 
Executive Director 
National Coalition for Cancer 
Survivorship 
Washington, DC 

Ms. Virginia T. Ladd 
President, Executive Director 
American Autoimmune Related Diseases 
Association, Inc. 

Detriot, MI 

Ms. Penny Catterall 
Director of Health Policy 
Alliance for Aging Research 
Washington, DC 

Mr. Andrew Vogt (reading Dr. James 
Driscoll’s statement) 

Director for Policy 

Direct Action for Treatment Access 

San Francisco, CA 

Mr. Joseph Slay 
President 

Martin Public Relations 
(Speaking for Andrew’s Buddies) 
Richmond, VA 
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CRAB A Forum II 
Prepared Public Statements 

September 8, 1994 


Karen Bernstein (BioCentury Publications, Inc.) 

Penny Catterall (Alliance for Aging Research) 

Christopher J. Doherty (New England Biomedical Research Coalition) 
James Driscoll (Direct Action for Treatment Access) 

Virginia T. Ladd (American Autoimmune Related Diseases Association, Inc.) 
Eleanor J. Lewis (Government Purchasing Project) 

James Love (Taxpayer Assets Project) 

Chuck Ludlam (Biotechnology Industry Organization) 

Leonard Minsky 7 (National Coalition for Universities in the Public Interest) 
Vasiliana V. Moussatos (Private Citizen) 

Peter Staley (National Task Force on AIDS Drug Development) 

Ronald A. Rader (Biotechnology Information Institute) 

Eugene P. Schonfeld (National Kidney Association) 

Vincent F. Simmon (Alpha 1 Biomedicals, Inc.) 

Joseph Slay (Andrew’s Buddies) 

Bradley Stillman (Consumer Federation of America) 

Ellen Stovall (National Coalition for Cancer Survivorship) 
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Why pay the piper? 


Two or three times a year, like clockwork, companies 
developing products with some component of government 
funding come under assault from proponents of price controls 
or other forms of restraint, who trot out proposals for greater 
federal control over the private sector. 

Earlier this year, for example, Sen. David Pryor, D-Ark„ 
introduced a bill (S. 2239) that would have Imposed price 
controls on Medicare drugs developed with any NIH funding, 
whether through Intramural (NIH) or extramural (university or 
research institute) programs. Rep. Ron Wyden, D-Ore„ 
routinely makes similar proposals. 

Fans of the pricing provisions in CRADAs will get a second 
chance to testify on the subject at a meeting to be held on 
Sept. 8, after complaints that they didn’t 
get enough airtime for their side of the 
story at a meeting In July. The new 
hearing will hear "consumer and other 
public Interest perspectives” on “how 
best to ensure that the public Investment 
in products developed through licensing 
NIH technologies is adequately re- 
flected.” 

Debates between protagonists and 
opponents of CRADA pricing clauses can 
sound a bit like the “am to — am not" 
arguments children have on playgrounds. 

That's because the two sides are speak- 
ing different languages: advocates of 
controls speak In moral terms of right 
and wrong; opponents speak In terms of 
business practicality. 

Perhaps the best place to begin Is 
with a summary of the arguments by the 
“controllers,” based on testimony at 
congressional hearings by Ralph Nader and James Love of the 
Center for Study of Responsive Law, and Peter Amo, a profes- 
sor at the Albert Einstein College of Medicine, as well as 
Interviews with Girish Barua, a licensing specialist in the Office 
of Technology Transfer at NIH, and Steve Jenning, staff direc- 
tor of Wyden's subcommittee on regulation, business opportu- 
nities and technology. Their key points: 

Government pays a substantial portion of drug 
development costs. 

“Our guess Is the government's expenditures for precllnlcal 
trials is considerably more than industry,” Love says. He also 


estimates that the money the government spends on clinical 
trials is equal to 20-25 percent of the total spent in the U.S. 

Government’s contribution comes at the riskiest, early 
stages of development 

"The federal government plays a particularly Important role 
In the highest-risk research projects, including basic research, 
where commercial payoffs are least certain," according to joint 
testimony by Nader and Love. 

Jenning makes the same assumptions. "Where the govern- 
ment is of fundamental Importance is in early-stage research 
and agent identification. This is a high-risk venture and is least 
attractive to the drug industry," he says. "When we take these 
huge risks the taxpayer deserves to see 
some return, particularly in the way 
resulting products are priced." 

Nader adds that he believes that most 
of the costs of drug development come 
in the precllnical stage, with 85 percent 
of the costs accounted for by the time a 
drug enters Phase III. 

Exclusive licenses are monopolistic 
and shouldn’t be allowed. 

Amo Is perhaps the strongest propo- 
nent of this view. He favors both reason- 
able pricing clauses and non-exclusive 
licenses, arguing that where the govern- 
ment has contributed significantly to the 
development of a new drug, It shouldn’t 
confer a monopoly on companies. 

“When the government assumes a 
substantial role in precllnical and clinical 
drug development, the risks to industry 
are greatly lessened. Does a rationale remain for the high 
prices still being charged?" he says. 

A bolder approach than pricing clauses would be to refrain 
from granting a monopoly. At present, he argues, pharmaceuti- 
cal companies aren't regulated like other monopolies, such as 
utilities. If the Industry wants to operate In a competitive 
marketplace, it should live by competitive principles, which 
means stripping away the artificial protection of monopolies. 

He opposes royalties because they skirt the issue of fair 
prices, and he assumes companies will simply further inflate 
their prices to cover the expense of royalties. 

See next page 


'The kind of reverse look at 
HOI done by Wyden and 
Nader isn't the way It 
works in the real world. 
The real issue Is, for the 
next $100 million needed 
to make It into a new drug, 
what's the ROI?‘ 

-™Jon Saxe, 
Saxe Associates Inc. 
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The appropriate way for taxpayers to be reimbursed for 
their expenditures and risks is through price controls or 
non-exclusive licensing practices. 

Nader, who dislikes the Bayh-Dole Act governing technol- 
ogy transfer, echoes the notion that exclusive rights funnel the 
fruits of public investment into the hands of a few. He quotes 
from a minority report on the I960 act, in which Rep. Jack 
Brooks said, “Assigning automatic patent rights and exclusive 
licenses to companies or organizations for inventions devel- 
oped at government expense is a pure giveaway of rights that 
properly belong to the people. . . .The federal government has 
the equivalent of a fiduciary responsibility to the taxpayers of 
the country. Property acquired with public funds should belong 
to the public." 

Says Jennlng, “If a government-sponsored drug is commer- 
cialized, government ought to have a seat at the table when the 
drug is priced." 

Government can know what a reasonable price is. 

“We know exactly what has been spent on development 
and we can estimate a reasonable profit,” says NIH's Barua. “In 
most cases, 30 percent is a reasonable profit” 

Still, setting prices requires much greater government 
Information on company development costs than is currently 
available. According to Arno, to be effective, reasonable pricing 
clauses need more teeth. Drug companies should be required 
to disclose development costs, marketing and distribution 
expenses, prices of competing therapies, 
likely market entry of additional competing 
products, time to recovery of development 
costs, and profit margin built into the price. 

Nader and Love add that “It is important 
that the firm provide historical data which 
shows when research and development 
expenses were Incurred. . . . The historical 
information will be important to determine 
how much of the industry's expenditures on 
the development of a drug occur at the 
riskiest phases. Investment before clinical 
trials is a higher risk than investment after 
clinical trials. Investments In Phase I trials are more risky than 
Investments in Phase II trials.” 

The issue is a moral one. 

“Reasonable pricing is a legitimate concern,” says Barua. 
“Federal funds are utilized to do research, and the public 
shouldn't have to pay through the nose for these drugs. It Is 
not a political issue, it Is a moral issue. We at NIH feel it is a 
very legitimate Issue, and It will be very difficult to remove the 
reasonable pricing clause from NIH CRADAs. This Is my 
personal oplnfon, I am not speaking for (NIH Director Dr. 
Harold) Varmus. Reasonable pricing Is very legitimate from my 
point of view. I think It is a moral issue — the companies 
shouldn't be making huge profits on drugs." 


So there you have it. The question is, how can government 
induce companies to accept deals that aren't commercially 
attractive? The short answer is, that as long as the economy is 
an open one, it can’t. While companies will accept lower prices 
or non-exclusive licensing arrangements within certain param- 
eters, once terms fall out of that range, companies will walk 
away. (And, in fact, they will have a fiduciary responsibility to 
do so. They aren't charities.) 

Many already do walk away, refusing to deal with govern- 
ment-funded research. We also know of one company that has 
dealt with the problem by scrupulously avoiding taking any 
money for Its own researchers as part of a government grant it 
recently received to perform joint research with a university. 

"While we want to see technology come out of the govern- 
ment and be advanced, I don't want the threat of having spent 
tens of millions or more and have it tainted by a government 
grant that's a tiny fraction of that and have the government say 
five years from now, 'We'll control your price,'” the CEO 
explained. 

The reality of choice 

Maybe the best way to understand the problem is to step 
back and look at a parallel situation In a completely different 
context. In this case, the economic policies of a former British 
Labour Party government. The government in question tried to 
run an expansive (and inflationary) domestic economic policy, 
with the result that holders of sterling fled the currency, 
exchanging their pounds for more stable money. Ultimately the 
government had to change its policies. 


The point is that sterling holders weren’t mean or greedy 
or selfish. Rather, the open structure of the international 
economy enabled them to make choices about where to put 
their money. The Labour government wasn't constrained by 
nasty speculators. It was constrained by the structure of the 
economic system. 

The situation is the same with the debate over pricing and 
non-exclusivity clauses In CRADAs and licenses to government 
technology. While the government can try to run any kind of 
policy It wants to. the reality is that Its potentially successful 
options are defined by the structure of our economic system, 
which leaves investors and companies free to pursue muleiple 

See next page 


'When I make a deal with a company, am I getting the 
right royalty? i don ’t know. The answer is, I get what 
the market will bear at the moment. ' 

— Frank Landsberger, 
Mount Sinai Medical Center 
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investment opportunities. 

Even assuming for the moment that proponents of pricing 
clauses and non-exclusivity agreements were morally correct, 
that fact wouldn’t keep their policy from failing. And their 
chances of success wouldn't improve unless the entire underly 
Ing structure of the economy were changed. 

Thus, we believe that efforts to enact price controls on 
drugs developed using federal technology are based on a 
fundamental disregard of the structure of our economic 
system. That’s a hard argument to make to politicians or 
consumer advocates, but it’s an argument that must be heard. 

In fact, one of the most frustrating 
aspects of the argument is that it repeats 
the debate that took place over the enact- 
ment of Bayh-Dole in I960. 

Bayh-Dole was enacted precisely 
because technology developed by the 
government wasn’t being used due to 
federal Insistence that licenses be granted 
non-exclusively — providing a convenient 
case-history of what would happen if we 
went back to non-exclusive licenses. The 
Act grew out of concerns that the U.S. was 
losing its competitive edge as a result. 

In his testimony In 1979, Sen. Birch Bayh complained that 
the government’s underlying philosophy had been to retain title 
to technology even if It contributed only a small percentage of 
the funding for its development. Government had little success 
in attracting Industry to develop and market products, because 
Industry had little Incentive to undertake the risk and expense. 

The problem was especially serious in biomedical research, 
he said. 

Moving beyond the over-riding structural issues, proponents 
of government pricing clauses and non-exclusive licenses raise 
several critical questions that need to be answered: 

Where’s the risk and who takes it? 

Risk has two elements’, the probability of success and the 
cost, according to Jon Saxe, president of Saxe Associates Inc. 
and former present and CEO of Synergen Inc. "Early on, the 
probability of success is very low, but you’re not risking very 
much,” he says. "By the time you enter clinicals, the probability 
Is higher, but the amount of money you’re risking Is much 
greater." 

The "controllers” argue that because the government is 
doing very early research, it should get venture-type returns. 
However, the proper comparison isn’t with venture capital, but 
with early research licensed by universities. 

As explained by Charles Casamento, chairman, president 
and CEO of RlboGene Inc., It’s a fallacy to think one should get 
a greater reward as one does less work. Ultimately, that would 
Imply infinite rewards for zero Input. “The argument they're 
making is the earlier a company licenses a product, the more it 
should pay. Why should the company pay more as government 
puts less and less into It? That’s ludicrous.” 


How should government obtain a return on its 
investment? 

Unlike the ROI for a company, the government's return on 
Investment can be defined in any number of ways, starting with 
broad goals such as international competitiveness, a better 
balance of trade, more corporate formation, greater employ- 
ment, more tax revenues and better public health. A royalty 
stream from licensed technology would represent a narrower 
commercial goal. 

Advocates of controls tend to focus on lower prices as the key 
goal, but as one former NIH staffer put It, the agency can't be a 
technology transfer champion at the same time It’s regulating drug 


prices. 

BioCentury wouid argue that the government is achieving all 
of the first set of goals, and may be achieving lower prices by 
fostering development of numerous competitive technologies, but 
that the goal of lower prices through price controls Is unattainable 
due to the structural impediments discussed above. 

The other Important issue here is the need for companies 
to be able to calculate their costs. In testimony before the Joint 
Economic Committee In June. James Barrett, chairman and 
CEO of Genetic Therapy Inc., pointed out that companies can 
take the costs of royalties and fees Into account as they 
develop products. However, he said, "there is no way for a 
private firm to evaluate the Impact of the drug pricing clauses 
on the potential for commercial development of a product." By 
adding a layer of uncertainty, NIH makes it harder for compa- 
nies or investors to calculate If it’s worthwhile to develop a 
product. Adding the uncertainty of a cap on returns to the 
risks of drug development isn't an appealing mix. 

How should the appropriate size ot the return be 
calculated? 

This is a critical point, and the “controllers" spend a great 
deal of time pointing to a few successful drugs and the govern- 
ment’s meager return from them. 

Post hoc, It’s easy to pick a successful product and go back 
and say the government didn’t get enough. But the only proper 
way to estimate the value of a technology Is based on what was 
known at the time it was licensed. 

That value can only be guessed at. “I look at technologies 
and say, 'How much is it worth!’ — I haven’t the foggiest Idea," 

See next page 


'It’s a fallacy to think one should get a greater reward 
as one does less work. Ultimately, that would imply 
infinite rewards for zero input.' 

— Charles Casamento, 
RlboGene CEO 
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says Frank Landsberger, who does tech transfer for Mount Sinai Medical Center. 
“When I make a deal with a company, am I getting the right royalty? I don’t know. The 
answer is, I get what the market will bear at the moment. 

“When Mount Sinai or the government licenses, these are concepts. We've got a 
sequence and in theory it will cure male pattern baldness if 1 5 steps in between work 
out. Also, very seldom do you have four bidders lining up. As a reality, there's not much 
competition to license these." 

BioCentury’s discussions with companies indicate that NIH Is licensing its 
technology for terms comparable to licenses for technology at similar stages of 
development from universities or elsewhere. Those terms seem to be pretty well 
standardized: about 3 percent for in vitro data, 3-7 percent for some animal data, 
5-15 percent for large animal and some human data, and more for substantial 
efficacy data. 

Furthermore, it's the licensee who puts a value on the technology by calculating 
how much more has to be invested and the likely return on investment Thus for the 
NIH as the licensor to say it’s spent X and should therefore get Y isn't the way 
technology is valued. 

"Everything you’ve spent is sunk money — it’s gone,” says Saxe. "The prospec- 
tive licensee has to make a return on investment analysis of what they have to 
invest to get it to market It’s always a future-looking analysis. The kind of reverse 
look at ROI done by Wyden and Nader isn’t the way it works In the real world. 

The real Issue is, for the next $100 million needed to make It into a new drug, 
what's the ROI?" 
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Should the government's Investment in basic research even be considered 
risk capital? 


DAVID LEATHERS 

Director/ A bir,gwo rth Management Limited 

JANICE LeCOCQ 

Chief Financial Officer/ICOS Corp. 

JOEL MARCUS, Esq. 

Managing Partner 

Health Sciences Capital Partners 

ROBERT McNEIL, Ph.D. 
Partner/Sanderiing 


Put another way, how should the government and the public (l.e., taxpayers) be 
rewarded for creating Infrastructure? 

"I don't think of government’s basic research as risk capital,” says John Wllker- 
son, chairman of The Wllkerson Group. “It's intellectual Infrastructure. The 
government Investment In highways is also infrastructure. The government sets a 
policy to make certain infrastructure investments; some are materialistic and some 
are intellectual. When they invest in highways, they never talk about the return." 

What are companies contributing? 
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Lost in the debate Is the contribution of companies undertaking CRADAs with 
government scientists. “Any CRADA we undertake with the government Is In- 
volved In activities the Institution probably would have done anyway," says Barrett. 
"The relationship with us facilitates the work, makes It cheaper for the govern- 
ment In our brain tumor work, for example, we undertake all the product devel- 
opment costs, building the facility and providing GMP material to NIH Investiga- 
tors. They treat patients — their job Is to do trials." 

In the end, the value of technology is only what the market will bear. If the 
value of technology developed with some measure of government funding Is 
squeezed at both ends — with non-exclusive licenses at the front end and price 
controls at the back end — there will come a time when technology wll languish 
on the shelf. At that point, all of the government’s policy goals will be unmet; new 
products won’t be developed and the government won’t get any return at all. 

We hope that the NIH, when it comes to make a decision on the issue, will 
face reality squarely and remove pricing clauses from CRADAs. But we fear that in 
the current anti-business environment, It will succumb to the political pressures of 
a few and duck the Issue. 
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Good afternoon. My name is Penny Catterall. I am the 
Director of Health Policy at the Alliance for Aging Research, an 
independent, non-profit group dedicated to promoting medical 
research into human aging. The Washington, D.C.-based Alliance 
has grown to become the nation's leading citizen advocacy 
organization for improving the health and vitality of older 
Americans by affecting both public and private research agendas. 

As the panel knows, the United States is second to none in 
the development of new medical treatments, devices and core 
technologies. A favorable economic climate must be fostered for 
greater research and development in age-related diseases. Our 
emerging biotechnology industry must be nurtured. New ways 
to formulate cooperative research and development agreements 
(CRADAs) between government-sponsored research and private 
industry must be advanced. 
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These arrangements should focus on ways the government can work with business as 
a partner in innovation. However, the Alliance for Aging Research believes that the 
inclusion of a "reasonable pricing" clause in the model NIH CRADA agreement serves 
the contrary effect of driving business away from these critical partnerships. 

Congress decided the public interest when it passed the Federal Technology 
and Transfer Act (FTTA) of 1986, and that law contains no mention of a reasonable 
pricing structure. To the contrary, to stimulate technology transfer, the FTTA 
authorizes the Federal government to enter into CRADAs with industry and provides 
incentives to both the Federal scientists and collaborating companies to do so. As 
discussed at CRADA Forum I, the reasonable pricing clause in the model agreement 
has deterred private companies from entering into CRADAs with the NIH and has 
caused pharmaceutical companies to refuse to provide NIH researchers with drugs to 
use as research tools. 

Because government resources are being used to conduct the research the 
CRADAs are based on, the government should be compensated with fair and 
equitable royalties from cooperative arrangements. Industry must be prepared to 
negotiate fairly and honestly with government-funded researchers. Collaborative 
research that leads to healthy aging enriches lives, saves health care dollars, and 
ultimately benefits the American taxpayer. The Alliance urges the government to 
look beyond standard pricing and regulatory measures that inhibit industry 
cooperation and try bold, new experimentation in seeking arrangements to spur new 
health products as well as protect the investment of tax dollars. 
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STATEMENT OF CHRISTOPHER DOHERTY 
WASHINGTON DIRECTOR 

NEW ENGLAND BIOMEDICAL RESEARCH COALITION 


NATIONAL INSTITUTES OF HEALTH 
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My name is Chris Doherty. I am a health care attorney 
and serve as the Washington Director of the New England 
Biomedical Research Coalition. Previously, I worked in the U. S. 
Senate for nine years with Senator Edward Kennedy and for two 
years in Massachusetts state government. 

The Coalition is an affiliation of New England teaching 
hospitals, universities, independent research institutes, health 
care companies and patient advocacy groups dedicated to 
preserving and fostering the collaborative biomedical research 
enterprise. A Board Member of the Coalition, Dr. Louis Lasagna, 
Dean of the Tufts Sackler School of Graduate Biomedical Sciences, 
submitted a written statement for the record at the first NIH 
CRADA Forum. 

Before drawing any conclusions on the issue of price 
clauses, I hope the panel and the NIH will step back and remember 
Congress' major considerations in deciding to promote technology 
transfer among government, industry and academe. Congress' goals 
were to: 1) encourage technological innovation on behalf of 
American citizens; 2) enhance the international competitiveness 
of American industry; 3) maximize Federal research efforts; and 
4} increase the level of public benefit from Government -sponsored 
research. The stated purpose of the Federal Technology Transfer 
Act (FTTA) is to "improve the transfer of commercially useful 
technologies from the Federal laboratories and into the private 
sector . " 


The FTTA contains nothing about reasonable relationship 
of price or price restrictions. On the contrary, it provides 
royalty payments and cash awards for government scientists in 
recognition of the fact that such financial incentives will 
enhance commercialization. Further, during deliberations on the 
bill, Members of Congress explicitly acknowledged that the law 
was designed to be a "boon to industry" and a stimulant to 
innovators and entrepreneurs . 
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Our Coalition does not advocate that NIH or any other 
federal laboratory lose the capability to write restrictions on 
price into a negotiated agreement. However, we do believe that 
such a clause should not be in the standard agreement . Because 
there is no legislative basis for it, such a clause should be an 
item for negotiation only. The law does not compel it and no 
other federal laboratory requires it. 

Lessons on how to structure such agreements properly 
can be drawn from the more mature system of collaborative 
agreements between non -government research institutions and 
private industry. Collaborations between NIH and private 
industry are of more recent vintage, and only one has resulted in 
a product. These collaborations are primarily scientific in 
nature and their success largely depends on the development of a 
close working relationship, and the free exchange of ideas and 
information. Substantial attention is devoted to the design and 
implementation -of the scientific aspects of collaborative 
projects and progress can and should be made toward simplifying 
the process and making it more attractive and accessible to 
smaller companies. NIH is doing that. 

An important point that must be emphasized is that 
these collaborations involve important business issues -- issues 
that are not always clearly understood, but that must be sensibly 
addressed if collaborations are to succeed. Over the past 
decade, universities and research institutions have come to 
recognize and address the commercial realities of successful 
collaboration. They have acknowledged the importance of 
exclusive licensing, and have developed a relatively uniform 
approach to the negotiation of royalties and other licensing fees 
in sponsored research agreements. Universities have also 
recognized the critical need for flexibility in the negotiation 
of terms and conditions governing collaborative relationships. 

Though we recognize that federal agencies differ from 
non-profits in many important ways, in their role as scientific, 
research and business partners with private industry, federal 
agencies should pattern their policies on those that have been 
developed, tested and proven by universities over the past twelve 
years. Federal agencies and others engaged in this debate must 
recognize -- as the universities clearly do -- that no two 
collaborative projects are identical. In fact, many involve a 
number of unique circumstances that must be taken into account in 
negotiating the respective responsibilities of the collaborators, 
as well as the attendant business arrangements. For example, in 
some cases a technology may not be patented or patentable. Thus, 
the government would have no ability to transfer intellectual 
property rights to its private - sector partner. In these cases, a 
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number of terms and conditions in the standard model CRADA do not 
make sense. For example, the standard exclusive licensing and 
royalty provisions are useless because there is no patent to 
license. Similarly, the so-called "reasonable pricing" clause, 
is likely to be inappropriate in this context. 

Parties to these agreements should be able to negotiate 
terms and conditions that reflect the commercial realities of the 
situation, and to strike a fair balance between their respective 
interests. Some argue that the reasonable pricing clause should 
be eliminated altogether. Others, critics in the Congress and 
elsewhere, propose that additional restrictions be placed on 
private-sector CRADA partners. Our Coalition believes that a 
balance can be reached by retaining flexibility at the laboratory 
director and agency level to include "reasonable relationship to 
pricing" language in CRADAs where it is warranted. Making it 
mandatory drives away industry partners. We oppose changes in 
the CRADA process that unreasonably limit discretion to tailor 
terms and conditions to the particular circumstances of each 
collaborative research project, or to provide meaningful 
incentives necessary to attract private-sector research and 
development partners. 


The Future Of Technology Transfer 

In considering these policies, the CRADA Forum 
panelists and staff at NIH should look to the future. Perhaps 
there are ways to further enhance the goals of the technology 
transfer program by providing more incentives for members of the 
collaborative research enterprise to enter into important CRADAs 
that currently have no sponsors . There are many examples pf 
important research projects that need more collaborative funding 
and resource pooling -- the development of anti-addiction 
therapies at NIDA; AIDS vaccine research at NIAID; the 
performance of long-term chemo- prevent ion trials at NCI -- to 
name a few. 

If Congress decides to amend the Technology Transfer 
Act of 1986 we advocate that it do so to add incentives to funnel 
more private money into research. One of our technology transfer 
policy's greatest successes has been getting industry more 
involved in the funding of basic research. The policy has 
contributed to a significant increase in the funding of 
university R&D by industry. In the past decade, industry support 
of public and non-profit research grew faster than did any other 
source of funding. Since 1971, the portion of U.S. industry R&D 
expenditures going to academic institutions has nearly doubled. 
Greater government scrutiny and interference with funding 
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arrangements that it first set out to encourage, is not what we 
need to continue this funding trend. 

Government oversight of industry's funding of 
collaborative biomedical research must reflect certain basic 
principles. First, basic research does not pay for itself. As 
Federal funding for such research declines, universities and 
research labs must retain the flexibility to negotiate agreements 
that attract industry funds. Second, innovations do not reach 
the marketplace by themselves; if industry is not allowed to 
profit from bringing innovative products to market, they will not 
be commercialized. Government should not deny business the 
incentive to take substantial risks that only comes from 
commensurate financial returns. Third, when taxpayers enjoy a 
return on their investment in basic research, the form of that 
return is the availability of innovative technologies and 
products to improve their quality of life and the lives of their 
loved ones. This is the kind of return envisioned by Congress 
when it identified the benefits of technology and industrial 
innovation: "improved standard of living, increased public and 

private sector productivity, creation of new industries and 
employment opportunities, improved public services and enhanced 
competitiveness of United States products in world markets." 

Finally, these are not the best of times for the 
collaborative research enterprise. A recent "Government- 
University- Industry Research Roundtable" report concludes that 
" [C] urrently , there is considerable distrust by each party of the 
other's good faith, and doubt regarding the extent of 
constructive planning." The report goes on to state, M [T]here is 
a need to recreate a sense of partnership, trust, and shared 
vision among government, universitites , and industry about what 
we as a nation wish to accomplish." I hope that this Forum will 
go a long way towards recreating that necessary sense of 
partnership . 

On a daily basis, scientists and physicians work, and 
patients and their loved ones watch, filled with hope that a new 
scientific breakthrough will bring a cure or treatment for 
illness. I have a personal stake in biomedical research. A 
loved one of mine has recently been diagnosed with an incurable 
disease. I sincerely hope that the researchers here and in the 
hospitals and private industry will do all they can, together . to 
conquer the disease. If not in time for her, then for me and 
you, and for all of our children. Thank you. 
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TESTIMONY OF DIRECT ACTION FOR TREATMENT ACCESS 
ON NIH ' FAIR PRICE' CLAUSES 


Direct Actio for Treatment Access (DATA) is a national 
patient advocacy or j&ni nation centered in Palo Alto and San 
Francisco California DATA is committed to defending patient choice 
in treatment options and to improving research and regulatory 
incentives for deve uoping new treatments for AIDS, cancer, 

Alzheimer's and oth-ur serious diseases. 

We are concerned that de facto price controls in the so called 
"fair price" clause*; attached to National Institutes of Health (NIH) 
intramural cooperative research and development agreements (CRADAs) 
defeat the purpose of Congress in funding NIH research for serious 
diseases. That purpose is to generate produces that can extend and 
improve the lives o;i patients. This can be achieved only if NIH 
research is transferred to private firms that develop products which 
are eventually approved by FDA and used to treat to patients. 
Increasingly, private firms are refusing NIH technology transfer 
agreements containing 'fair price' clauses. 

Congress has rejected a similar de facto price control scheme: 
the Clinton Administration's proposal for a "breakthrough drug 
committee." As a result, it has become clear that NIH's "fair 
price" policy lacks a Congressional mandate. NIH enacted the policy 
by administrative f : at; NIH should now heed the intent of Congress 
and terminate the policy by fiat. 

In addition to controverting the good purposes of Congress, 

NIH 'fair price' clauses impede our national effort against AIDS. 

The Public/Private 1 issues Subcommittee of the National AIDS Task 
Force has identified NIH's 1) "fair price" clauses and 2) its 
refusal to grant exclusive patent licenses as major barriers to the 
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rapid development o’: treatments for HIV/AIDS. Moreover, the barriers 
are not confined to KIV/^IDS. These same unwise CRADA policies 
impede development ,>t treatments for cancer, Alzheimer's, and many 
other diseases. 

The "fair pr ■■*-£ and lack of exclusive licensing 

affect every therapy. tic pr duct using intramural NIH research, even 
where the role of ftr t terua;. n is minor. Because of the "fair 
price" clauses on hi ’ tech and drug companies are bypassing 

NIH research. Biotech investors balk, at financing development of any 
product subject to price controls. And major drug companies seek to 
avert agoni~^ng CRAPA ordeaJ -s such as Bristol-Myers endured at the 
hands of ,<ep. Ronald Wyden o^er taxol . The number of CRADAs has 
fallen sharply. Indeed, four of the largest research pharmaceutical 
companies, led by Merck, have told NIH that they plan to forgo new 
CRADAs until the "f fir price" clauses are removed. Thus, price 
controls attached to CRADAs are obstructing development by the 
biotech and drug industries of new treatments utilizing NIH 
research , 

NIH officials have stated that several promising AIDS and 
cancer discoveries t ude intramural ly at NIH are not being developed 
in :.o treatments because of the 'fair price' clause. Fluorinated ddc 
is an = xarople . This drug promises the efficacy of nucleoside 
analogue antivirals without their toxicities. All currently approved 
nucleosides have se\ a re toxicities which can either damage patients' 
quality of life or .force then to stop treatment. Because of the 
'fair price' clauses , AIDS patients are denied the benefits of 
fluorinated ddC and forced to take drugs that are more toxic and, 
possibly, less effective. rue falx price* clause ** ay be shortening 
the lives of people with. AIDS and increasing their suffering. Surely 
this is not what Congress wants - 

Why do private, investors react so strongly against NIH's 
defacto price controls? ordinarily, biotech and drug companies must 
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invest between 5 anil 20 times as much as NIH to develop a product 
from NIH research. Moreover, the companies must assume the entire 
financial risk. Investors simply will not put up most of the money 
and assume a high risk unless that risk is balanced by the chance of 
high gains: price controls are designed to eliminate high gains. 

NIH already jets fair compensation for its contribution 
through its royalty system. "Fair price” clauses, however, have 
nothing to do with i’&ir compensation. They are imposed for 
extraneous political, reasons. Indeed, they prevent fair compensation 
for important research by thwarting its development. 

What is the solution? "Fair price" clauses, DATA suggests, 
must be limited to those few instances where NIH Bethesda does the 
entire research and development, and the company marketing NIH 1 s 
product shoulders no risk. All other NIH technology transfer 
agreements should grant exclusive patents and be subject only to fair 
royalty agreements , 

NIH must not let de facto price controls sideline research 
that could improve the prospects or ease the suffering of people 
fighting AIDS, cancer, Alzheimer's, and other terrible diseases. It 
is time for NIH to put these courageous people first. 

Thank you for your thoughtful consideration of DATA'S 
concerns . 


JAMES DRISCOLL, PH, D. 
DIRECTOR FOR POLICY 


Reports of the NIH Panels on CRADA Forums I and II 


B-23 



r 



American 

Autoimmune 

Ral cried DtoaiQi Association, Inc. 

<4 nonprofit association bringing o nationoi focus to autoimmunity, the major cause of chronic diseases 


STATEMENT OF VIRGINIA T. LADD, PRESIDENT & EXECUTIVE DIRECTOR 

NATIONAL INSTITUTES OF HEALTH CRADA FORUM H 
SEPTEMBER 8, 1994 


» Insulin Dependent 
Diabetes Meliitus 

• Multiple Sclerosis 

• Crohn’s Disease 

• Pernicious Anemia 

• Juvenile Diabetes 

« Rheumotoid Arthritis 
» Graves’ Disease 

• Anti-TMB Nephritis 

• Cardiomyopathy 

• Juvenile Arthritis 

• Antiphaspholipid 
(APL) Syndrome 

• Rheumatic Fever 
c Addison's Disease 

• Myaslhenio Gravis 


Good afternoon. My name is Virginia Ladd, i am the 
President and Executive Director of the American Autoimmune Related 
Diseases Association, Inc. (AARDA), a nonprofit national organization 
dedicated to addressing the problem of autoimmunity, one of the major 
causes of chronic disease. AARDA was founded because there was no 
organization, institution or national voluntary health organization 
focused unilaterally on autoimmunity and the manifest problems 
commonly associated with all autoimmune diseases. The primary goal 
of AARDA is to center national attention on a collaborative effort 
toward research, funding, early detection and, ultimately, a cure for 
autoimmunity and its related diseases. Because of our commitment to 
this goal, we are strong proponents of biomedical research and, 
focusing on the subject of this forum, of collaboration between 
government and industry in the search for treatments and cures. 

In people with autoimmune diseases, the immune system 
is unable to distinguish between foreign and natural substances in the 
body resulting in the immune system attacking healthy tissue and 
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organs. In short, the immune system turns on the "self," causing a variety of diseases and 
conditions that are categorized as autoimmune. There are more than 80 known autoimmune 
diseases (including lupus, rheumatoid arthritis, juvenile diabetes, and multiple sclerosis) and 
approximately 50 million Americans suffer from one or more of these diseases. 

We understand that participants in the July 21 CRADA forum — including 
industry representatives, members of the AIDS Drug Development Task Force Public/Private 
Issues Subcommittee, and NIH officials - concluded that the inclusion of a so-called 
"reasonable pricing clause" in the standard NIH CRADA agreement acts as a barrier to 
collaborative biomedical research. As such a barrier, AARDA believes that the reasonable 
pricing clause should be removed from the standard agreement. When appropriate, however, 
on a case-by-case basis, the government should reserve the right to negotiate the inclusion of a 
reasonable pricing provision in particular CRADA agreements - just as the government 
negotiates royalties, resource allocation and other important conditions. 

AARDA agrees that a mandatory reasonable pricing clause drives away industry 
partners. We urge the NIH to allow individual laboratory directors the discretion to negotiate 
some reasonable pricing language in those CRADAs where it makes sense. If NIH is unable or 
unwilling to negotiate such agreements they should be able to contract with private consultants 
who know how to negotiate. New layers of bureaucracy should not be involved in the process. 
Faced with the disincentive presented by a pricing provision in the standard CRADA agreement, 
several companies have opted out of the CRADA process, including many small companies with 
novel and promising approaches. In turn, the development of effective therapies for 
autoimmune disorders that could possibly alleviate the suffering of millions of sick Americans 
may have been needlessly delayed or missed altogether. 
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GOVERNMENT PURCHASING PROJECT 
PO BOX 19446 
WASHINGTON, DC 20036 
202/387-8054 

Secretary Donna Shalala September 8, 1994 

Department of Health and Human Services 
200 Independence Avenue, S.W. 

Washington, DC 20201 

Dear Secretary Shalala: 

The Government Purchasing Project writes to express its support for a 
reasonable pricing clause in contracts which transfer rights in federally 
funded pharmaceutical research to the private sector. We believe that a 
reasonable pricing mechanism is necessary for several reasons. 

First, if the reasonable pricing mechanism is eliminated, the price 
consumers pay for many drugs will increase. In some cases, government 
funded programs such as Medicare and Medicaid pay for a majority of some 
specific prescription drug purchases. The elimination of a reasonable 
pricing mechanism will cause an increase in the monies spent by Medicare 
and Medicaid for those prescription drugs that formerly would have been 
subject to a reasonable pricing mechanism. Federal and state government 
purchases of drugs is significant if one considers all the expenditures 
made through Medicare; Medicaid; jails and prisons; students at state 
colleges; state-run institutions for the blind, handicapped, elderly, 
insane, deaf, retarded and disturbed, etc; and for participants in infant 
and maternal health programs and other government subsidized clinics for 
the poor. 

In addition, the resulting increase in government spending described above 
may violate the Gramm-Rudman Section of the Budget Enforcement Act of 1990. 
Therefore, we believe the Office of Management and Budget should be 
consulted before NIH, makes a final decision concerning the elimination of 
the reasonable pricing mechanism. 

The elimination of the reasonable pricing mechanism will have an adverse 
impact on controlling health care costs. It will have a particularly 
significant adverse impact on government spending if and when a national 
health insurance system is created. 

Further, the country's population is aging and with age, use of 
prescription drugs increases. Thus, the elimination of a reasonable 
pricing mechanism will subject an increasing number of people to increased 
medical costs . 

For all of these reasons, we urge NIH to maintain and strengthen the 
reasonable pricing mechanism for federally funded pharmaceutical products. 

Sincerely,'- 
■ to 

Eleanor Jf 
Director 
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Pricing of Drugs 
Developed with Public Funds 


Comments Presented to the Second NIH CRADA Forum 
September 8, 1994 


James Love 

Director, Taxpayer Assets Project 


P.O. Box 19367, Washington, DC 20036 
voice: 202/387-8030; fax: 202/234-5176; internet: love@tap.org 
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I. 


Introduction 


My name is James Love. I work for the Center for Study of Responsive Law, where 
I am Director of Economic Studies and also the Director of the Taxpayer Assets Project 
(TAP), a group created by Ralph Nader to monitor the management and sale of government 
property, including intellectual property rights from government funded research. 

Beginning in 1991, TAP has undertaken a number of studies of the federal government's 
role in funding research and development for pharmaceutical drugs. I have presented 
testimony or comments on this subject to the U.S. Congress on several occasions, and I 
have written articles for public policy, trade and general interest publications. Prior to 
joining the Center for Study of Responsive Law I was senior economist for the Frank 
Russell Company, a large pension funding consulting firm, and I have held teaching and 
research positions at Princeton University, Rutgers University, and the National Bureau of 
Economic Research. 

We are pleased that NIH is holding a second forum to solicit advice and 
recommendations from the public on the agency's use of Cooperative Research and 
Development Agreements (CRADAs). The first forum, held on July 21, 1994, was 
principally a forum for pharmaceutical and biotechnology companies to register objections 
to the NIH model reasonable pricing clause, which is included in some NIH CRADAs, 

One presumes, based upon the published notice and Draft Mandate, that this second forum 
is designed to provide additional balance to the comments provided by the industry at the 
July 21 forum. 

II, The Timing and Notice of the Second CRADA FORUM 

The Draft Mandate says that the NIH Director is asking for recommendations from 
"primarily consumers and other public interest groups." However, the presentations and 
advice received today will necessarily be limited, because the notice for the meeting was 
issued in late August, during peak vacation time, and the forum is being held three days 
after labor day. Because of the short timetable, consumers and public interest organizations 
have not been given an adequate opportunity to prepare for this meeting. 

We ask that NIH give the public an additional 60 days to prepare comments on this 
important topic. 

III. The Framing of the Issue 

While the Draft Mandate for this Second CRADA forum says that the meeting will 
be "solely on 'reasonable pricing'", the organization of the three "issues" and panels are 
largely framed in the terms emphasized by the industry, which wants to eliminate the 
reasonable pricing clause, and persuade NIH officials to consider negotiated royalties or 
simply the availability of the drug as only public interest returns on the public's 
investments. 
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The first panel at the September 8th forum is asked if the public investment in R&JD 
is "adequately reflected through the payment of royalties and the expeditious development 
of new products," or if NIH should be "involved in 'downstream' issues of marketing and 
distribution, such as the pricing of such products?" The second panel appears to be asked 
what types of royalty payments should be negotiated with the industry. Only the third 
panel focuses entirely on the reasonable pricing clause, and then only with a highly selective 
set of questions which focus on the potential conflicts between reasonable pricing and 
product development - a trade-off which does not exist at all for some government funded 
drugs. 


NIH could have organized the forum much differently, and indeed, if NIH had 

bothered to work closer with its critics, it would have avoided the appearance of yet another 

one-sided assault on the reasonable pricing clause. For example, the three panels could 

have been asked to consider such questions as: 

* If a firm obtains rights to an invention developed principally with public funds, 
should the company be free to charge consumers what ever the market will bear, 
without limit? 

* What can be done to prevent the public from paying twice for drug development, 
first as taxpayers, and then as consumers? 

* Should the government routinely collect information on the economics of drug 
development and marketing, for those drugs developed with significant public 
support? For example, should the government obtain information on the annual 
sales revenue, manufacturing costs and marketing costs for ddl or Taxol? 

* For those drugs which are developed with significant public support, how much of 
the sales revenue is obtained from patients who are insured by the government, 
through medicaid, medicare, the military or other programs? 

* How should the public's investment in drug development be valued, when compared 
to the industry's investments? For example, should the government's investments be 
adjusted for risk, inflation and the time value of money, similar to the methodology 
typically used to reckon the private sector's costs of drug development? 

* Was the methodology used by NIH to evaluate the "reasonableness" of the price of 
ddl or Taxol a good one? (Under this methodology, a drug such as levamisole could 
be increased in price by more than 1,700 percent and still be considered reasonably 
priced.) 

* Should NIH use the median prices of drugs used for similar therapeutic purposes as a 
benchmark for a reasonable price? What if 95 percent of the cost of the drug's 
development was paid for by the taxpayers? 
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If NIH framed the reasonable pricing issue with questions such as these, the 
discussions would likely focus on constructive changes in the administration of the 
reasonable pricing clause, rather than a debate over whether or not to eliminate the clause. 

IV. Why is the NIH Reasonable Pricing Clause Important? 

Industry's heated opposition to the NIH reasonable pricing clause must seem like a 
mystery to some observers. On the one hand, the pharmaceutical industry is making 
extravagant assertions that the government's role in new drug development is extremely 
minor compared to that of private industry, and yet at the same time industry groups are 
becoming increasingly strident over the grave dangers of NIH reasonable pricing agreements 
for NIH research projects which involve NIH funded staff or contractors. If the 
government's role is as minor as we are constantly being told by the industry, then why is 
there so much industry concern about a fair pricing clause that only applies when the 
government is directly involved in the research? 

Indeed, the NIH reasonable pricing clause, which has only been used in NIH 
C RAD As and patent licenses, does not apply to the more than $7 billion per year in grants 
and contracts to Universities and other institutions who obtain patent rights under the 
Bayh-Dole Act. 

Why then is the NIH reasonably pricing clause so important? The answer is two 
fold. First, the one fifth of the NIH research budget which is spent on intramural research 
is a substantial amount of money that is highly productive in terms of new drug 
development. The new drugs which are developed with direct NIH involvement are 
important in terms of their efficacy, innovation and the severity of the illnesses which they 
treat. Unfortunately, because of the innovative nature of the drugs and the severity of the 
illnesses, companies know that it is possible to charge very high prices, as indicated by the 
prices of new drugs such as Ceredase, which costs some patients more than $500,000 for a 
year of treatment. Since a single new drug can generate billions of dollars in revenue, even 
if it has a tiny population of users, companies want to preserve as much pricing flexibility as 
possible. 

Secondly, the existence of any reasonable pricing mechanisms creates a model which 
may someday be applied in broader applications. Apparently the current Congress isn't 
prepared to regulate drug prices, but if the "roll out" prices of drugs continue to soar and 
the cost of drugs becomes an increasingly important component of the nation's health care 
bill, there may be efforts to limit marketing exclusivity under the Orphan Drug Act, 
exercise government march-in rights under the Bayh-Dole Act, or apply price controls 
across the board when drugs are priced excessively. Before such actions are likely, the 
government will have to confront the thorny issue of a reasonable pricing methodology. 

The existence of a methodology for determining the reasonableness of a drug's price is thus 
perceived to be an important step toward broader efforts to reduce drug prices. 
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V. Will reasonable pricing mechanisms reduce industry investments in pharmaceutical 
RSlD? " ” ' ‘ ' ' ” " 


The pharmaceutical industry has raised the specter of huge reductions in industry 
R&lD efforts if the government engages in any attempts to regulate drug prices, including 
those drugs developed with government support. This is an important question, which 
deserves thoughtful analysis. Of course, if all variables are held constant, except that drug 
prices are reduced, there will be a negative impact on private sector new drug R&lD of some 
unknown magnitude. But, this simplistic scenario is not appropriate for several reasons. 

1 . The need for efficient R&lD incentives. 


First, there are limits on the public's ability to pay for drugs and new drug research. 
If that was not true, we would instantly increase the NIH budget by large multiples and 
cease all efforts to reduce drug prices through the use of generics, formularies, or other 
mechanisms. Attempts to control expenditures on pharmaceuticals are necessary, not 
because of moral outrage over drug company profits, but because as taxpayers and 
consumers we have limited resources. While everyone wants to encourage the private sector 
to participate in new drug R&lD, it is important to consider the efficiency of the various 
financial incentives that reward industry R&lD investments. 

If a drug company is allowed to earn what amounts to a windfall on a government 
funded drug invention, it will have profits that may or may not be reinvested in R&lD. But 
the effect of giving this windfall to a drug company is similar to dropping money on the 
company from an airplane - it may have some impact on future R&lD, but the incentive is 
highly inefficient. 

Most of the companies which now obtain NIH licenses and CRADAs are large and 
face few liquidity constraints. R&tD investments are forward looking. Current R&lD 
spending will be funded if and only if the company expects future returns to be adequate. 
One might conceivably argue that companies expect to receive these windfalls from 
government funded drugs as a reward for R&lD investments, but the evidence doesn't 
support even this rationale, The NIH has not linked the windfalls on government funded 
drug inventions to a company's past or future R&lD performance. Bristol-Myers Squibb, for 
example, is a frequent beneficiary of government funded cancer research, despite the fact 
that the company has little to show for its own cancer R&lD program. 1 Rather than award 
windfalls to companies who obtain government funded drug technology at bargain 
basement prices, the government should target its incentives toward those companies who 
invest and succeed in the R&lD process. 


‘While Bristol-Myers Squibb is the world's largest vendor of cancer drugs, and by far 
the largest vendor of cancer drugs developed by government funded research, it has yet to 
discover a cancer drug on its own. 
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In a wide range of important cases, changes in drug prices will not delay or 
discourage development. 


When the government's role in funding a new drug invention is extensive and the 
government controls the intellectual property rights, it can negotiate a lower consumer price 
without prejudicing the commercialization of the drug, For example, in the cases of ddl and 
Taxol, the government funded the preclinical research, sponsored the clinical trials, and 
controlled the intellectual property rights. 2 NIH could have awarded the ddl license or the 
Taxol CRADA to the firm that offered to charge the lowest consumer price or agreed to a 
pricing formula that would have benefited consumers, subject to whatever diligence 
requirements NIH believed were necessary. 

We recognize the drug development process is complex, and in some cases it may be 
appropriate for NIH to waive or modify the fair pricing agreement, particularly when the 
government's contribution to the drug's development is minor or when NIH does not 
control the intellectual property rights. 3 However, there are both hard cases and easy cases, 
and the existence of hard cases should not provide a rationale for eliminating the reasonable 
pricing clause for both the hard and the easy cases. 


3. The government can balance reasonable pricing or cost containment mechanisms 

with other instruments which increase investments in new drug R&lD. 

The NIH reasonable pricing clause is only one of several mechanisms that the 
government can use to control health care costs. Among the range of options are broader 
review of drug prices patented under the Bayh-Dole Act, loss of exclusive marketing rights 
under the Orphan Drug Act, deeper Medicaid and Medicare discounts, use of generic drugs 
and formularies or a general program of compulsory licensing or price controls for 
pharmaceutical drugs which do not face effective price competition. All of these 
mechanisms are designed to lower current expenditures on pharmaceutical drugs, and this is 
expected, in some measure, to reduce incentives for new drug R&D. Of course, if Congress 
extends insurance coverage for pharmaceutical drugs, this will increase demand and increase 
R&JD incentives. Since the exact terms of any new health care are highly uncertain, it is 
difficult to predict what new initiatives will be enacted and what the net impact of will be 
on R&D. However, there are clearly other measures which can more than compensate for 
any negative impacts. For example, earlier this year several members of the U.S. Senate 
proposed that one percent of all health care premiums be devoted into a fund for health 
care R&D, vastly increasing the current level of federal support for health care R&D. 


2 These included a patent for ddl and exclusive rights to patient records for Taxol. 

3 Of course, NIH already has the authority to do this, and has often modified the model 
reasonable pricing agreement, even when there was no apparent rationale for the changes. 
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A somewhat different R&D proposal was discussed at a July 27, 1994 hearing of the 
Senate Committee on Governmental Affairs on the topic of pharmaceutical pricing. Dr. 
Peter Arno and James Love both separately recommended that the federal government 
require drug companies to reinvest a minimum percent of their gross sales into R&lD 
projects. TAP recommended a 20 percent minimum R&JD reinvestment, although this 
number could be subject to debate or change. What is important about this proposal, or 
the Senator's one percent of total premium's proposal, is that the government can guarantee 
that R&lD levels are as high as are socially optimal. Indeed, if every company was required 
to reinvest 20 percent of revenues from pharmaceutical sales into new R&lD projects, every 
generic drug company would become a source of venture capital for research on new drug 
therapies. While the government would set a minimum level of reinvestment, the 
companies would be free to follow market forces in choosing particular investment projects, 
as they are today. 

Similar proposals are being considered elsewhere. A proposal regarding targeted 
R&lD reinvestment was made by the Eastman Commission in Canada in 1985, although it 
was never implemented. We have urged national R&lD royalties or R&lD reinvestment 
requirements in Argentina and Brazil, two countries that are currently considering sweeping 
changes in laws regarding intellectual property rights for pharmaceutical drugs."* 

VI. Higher royalties are not a substitute for a reasonable pricing clause. 

While there is widespread amazement that NIH royalty income is so low, given the 
huge amounts of government R&D in pharmaceutical development, there is no support 
outside of the pharmaceutical industry to replace the reasonable pricing clause with higher 
royalties. Taxpayers have some interest in higher government royalties, particularly insofar 
as exports of the technology are concerned, but the overwhelming issue remains the prices 
the public faces as consumers. Any serious effort to get the government to recoup its 


4 Argentina and Brazil do not currently recognize patents on pharmaceutical drugs. 

Both countries are facing pressure from the United States to enact new patent laws. The 
United States negotiators are asking both countries to adopt provisions which are more 
strict than are required by the new GATT, and in respects, more strict than now exist for 
members of the European common market or in the United States. Brazil, which has a 
minimum wage of $65 per month, expects to face significant increases in the prices of 
medicines, as a result of the changes in the patent laws. My comments about the Argentina 
situation were made to a meeting of the Argentine Congress on May 10, 1994, and in May 
12, 1994 comments delivered at the International forum on "Health Care Reform in the 
United States and the Situation in Latin America," held in San Carlos de Bariloche, 
Argentina, sponsored by the Centro Industrial de Laboratories Farmaceuticos Argentinos 
(CILFA), and the Association Latinoamericana de Industrias Farmaceuticas (ALIFAR). The 
written statement from the May 12, 1994 meeting is available upon request. 
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investments through royalties will fail on several counts. Among the more important 
considerations: 

Efficient royalty schemes would be complex, and in many important ways, even more 
complex to administer than a reasonable pricing clause. 

Truly aggressive royalty schemes would present a conflict between the nation's public 
health goals and its revenue maximization strategy. Should the government be party 
to a policy that denies poor segments of society access to a therapy in order to 
increase government royalties? 

Patients who have already paid for research as taxpayers will object to being asked to 
pay a second time as consumers. 

From the standpoint of economic efficiency, the marginal cost of making a new 
pharmaceutical technology is often extremely low, and policies which artificially raise prices 
above marginal costs will reduce social welfare. When the R&JD was funded by the 
taxpayers, the public interest is best served by policies which lead to lower consumer prices, 
not higher prices. 


VII. Reasonable Pricing Methodology. 

Over the past several years I have come across several versions of the NIH "model" 
reasonable pricing clause. The one distributed at the July CRADA forum read as follows: 

NIH have a concern that there be a reasonable relationship between the 
pricing of a licensed product, the public investment in that product, and the 
health and safety needs of the public. Accordingly, exclusive 
commercialization licenses granted for NIH intellectual property rights may 
require that this relationship be supported by reasonable evidence. 

This model language is often modified through negotiations. The January 13, 1988 
NIH license with- Bristol-Myers for the development of ddl read as follows: 

LICENSEE acknowledges the concern of the Government that there be a 
reasonable relationship between licensee's pricing of Licensed Product and the 
health and safety needs of the public and that this relationship be supported 
by evidence. 

The reasonable pricing clause for the National Cancer Institute's January 1991 
(NCI) /Bristol-Myers Squibb Taxol CRADA read: 
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NCI has a concern that there be a reasonable relationship between the 
pricing of Taxol, the public investment in Taxol research and development, 
and the health and safety needs of the public. Bristol-Myers Squibb 
acknowledges that concern, and agrees that these factors will be taken into 
account in establishing a fair market price for Taxol. 

What happened to the "model" language? In the case of ddl, NIH removed the 
phrase "the public investment in that product." In the case of Taxol, the government 
removed the phrase about providing "evidence" to the government to support the 
reasonableness of the price. Both changes significantly weakened the provision. 

In February 24, 1993 hearings before the Senate Committee on the Aging, then NIH 
Director Dr. Bernadine Healy was stung by criticism of the agency’s feeble efforts to obtain 
lower prices for NIH funded drug inventions. She described the NIH reasonable pricing 
clause as though it had religious significance. 

The difficulty with the reasonable pricing clause is it was a spiritual statement. 

It was a statement of trust, of understanding that we thought that the 
companies should recognize the public investment, but in fact, if you look at 
the contractual agreement, there are no teeth. There is no mechanism at 
NIH for enforcing it. There is no contractual responsibility on the part of 
any of the partners to divulge information that would lead to a mechanism to 
achieve a price. There is not articulation of what pricing strategy might even 
be. . . . 

In response, Senator Cohen and Dr. Bernadine had the following exchange: 

Senator Cohen. When you say it is a spiritual thing, or a spiritual provision, 
it is really a meaningless provision, is it not? 

Dr. Healy. I think spiritual things are very meaningful, but they aren't 
necessarily things you can put your arms around and act on and implement. 

I think that we believe at NIH that the statement that the public should have 
a return on its investment is an important thing to articulate in those 
relationships, even if we don't have the ability to function as a regulatory 
agency and even if we don't have the ability to put together the teams of 
economists and lawyers to figure out a price. 

Senator Cohen. Let me not engage in any kind of teleological argument with 
you about the value of spirit in our lives. Let me suggest to you that when 
the Government undertakes to put provisions in a contract which give the 
appearance that we are concerned and that we are going to insist upon 
"reasonable prices," when in fact we have no expertise, no basis, no ability to 
determine what a reasonable price is. We have no way to monitor what a 
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reasonable price is and no mechanism to enforce it. We are doing a greater 
disservice than by not having a clause in any event, because we are giving the 
appearance that we are doing something in fact, when we are doing nothing. 

The problems in the present NIH fair pricing clause were well documented in the 
February 24, 1993 Senate hearing as well as in several hearings held by Representative Ron 
Wyden's House Subcommittee on Regulation and Technology. Rather than repeat 
criticisms that we have provided elsewhere, I will focus on the particular factors which are 
important for rehabilitating the usefulness of the reasonable pricing clause. 

From the point of view of the contract language, it is fair to say that the model 
language is quite vague with respect to pricing methodology. Of course, NIH did itself no 
favors by weakening the clause in the ddl and Taxol contracts, particularly since the 
government was in a very strong bargaining position in both cases. Indeed, even with the 
modified contract terms that were used for ddl and Taxol, NIH still retained a good deal of 
power to insist on a much lower price. The evidence, however, suggests that NIH's 
principle problem was not the contract clauses, but the agency's lack of resolve in getting a 
better price for consumers. It is fair to say that many NIH officials are so hostile to the 
reasonable pricing clause that we expect them to actively sabotage the provision. One 
wonders how much matters would change if even a small fraction of the money to pay for 
the NIH developed therapies was paid for from the salaries of the NIH officials who are 
responsible for the reasonable pricing clause. We have concluded that many of the high 
paid NIH officials, all of whom enjoy excellent health care benefits, have little appreciation 
for the burdens faced by citizens who earn lower salaries and pay for medications out of 
pocket. The Secretary of Health and Human Services should consider a reorganization 
which places the responsibility for the reasonable pricing negotiations in the hands of an 
agency outside of NIH that has a clearer mandate to protect consumer interests. 

The industry has rightly pointed out that the extremely vague language in the 
present model reasonable pricing clause presents uncertainty. Of course, the industry is 
unlikely to welcome reductions in that uncertainty, if a new more detailed methodology 
results in lower drug prices. Nevertheless, it is important to move beyond the "spiritual" 
statements of the present clause, to a more concrete methodology. 

In order to move forward, beyond this increasingly tiresome debate over whether or 
not to control prices, it is a good idea to establish some basic concepts. 

1. Information is important. 

The government cannot do a good job of evaluating the reasonableness of a drug 
price without better data. One type of very useful data is the cost of R&lD, disaggregated 
by key benchmarks, such as Phase I, II or III clinical trials or pre-clinical investments. The 
federal government has historically funded one fourth to one fifth of all clinical trials. 

These data alone would make a very useful database, but it would be even more useful if 
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the government had the power to compel reporting by the private sector as well. The 
government needs to collect and evaluate data on the probability of moving from one stage 
of R&lD to another. There is also a great need for data on prices and sales revenues and 
production costs. Of course, NIH can obtain information of this type through contractual 
provisions, but the broader reporting under a statutory authority to compel disclosures 
would be preferred. Of course, it should be added that the price and sales revenue data are 
already available to the industry from private vendors such as Dun and Bradstreet's IMS 
service, and the industry already discloses detailed R&D data to its own trade associations 
and academic consultants, so the government would hardly be breaking new ground by 
compelling disclosure to the government. 

2. Think globally. 

The relevant market for pharmaceutical drugs is international. The relevant drug 
revenues are from international sales, not domestic sales. The government should routinely 
collect and study drug prices from other countries, including countries that use compulsory 
licensing to lower drug prices. The U.S. government should work with other countries to 
coordinate its data collections, and to set goals for sharing the burdens of R&JD. 

3. Reward companies for value added contributions to research. 

In Taxol and ddl the government made a fundamental error. It evaluated prices 
based upon the costs of other drugs, rather than the value added contributions of the 
license holder or CRADA partner. It makes little sense to allow a firm that contributes one 
percent of the expected R&J) costs to charge the same price as a firm that contributes 80 
percent of the expected R&D costs. 

4. Reward risk taking. 

Investments in the riskier stages of development are more valuable than investments 
in more mature development stages. Out of pocket investments should be adjusted for risk. 
These rules apply to both the government and company investments. To appreciate these 
risks, the government needs to collect and analyze data on the R&lD process, disaggreated 
by key R&dD benchmarks, and to consider expectations rather than ex post results. 

5. Don't underestimate the value of the government's research. 

Industry consultants make generous adjustments to out of pocket investments, to 
reflect risks and the time value of money. For example, when the industry invests $1 in 
Phase I trials, the investment is counted as $11, to reflect inflation, risks and lost profits. 
Government officials report taxpayer investments in nominal terms, without any 
adjustments at all. This gives a distorted view of the relative contributions by the 
government and the industry. The largest area of undervaluing concerns pre-clinical 
research. The industry estimates that more than two thirds of the cost of a new drug is due 
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to the cost of pre-clinical research, once the investments are adjusted for risk and the time 
value of money. 


6. When possible, rely upon market forces. 

In a number of cases, NIH should be able to rely upon market forces to determine 
reasonable prices. If NIH can articulate a sound pricing rule or method, it should be 
possible to allow firms to competitively bid to obtain a CRADA or license agreement, on 
the basis of a bid variable that is related to the eventual consumer price. That bid variable 
could be the price itself, or a related item such as the gross or net revenue from sales, or 
even the years of marketing exclusivity. 

7. Don't waive the reasonable pricing clause without a public interest finding and 
public comment. 

NIH should retain the flexibility that it already has to waive or modify the 
reasonable pricing clause, but it should do so only after a finding that the wavier or 
modification was in the public interest, and after public comment. 

8. Take the job seriously. 

This is important stuff, and it deserves more than the symbolic attention that it has 
received in the past. Give more than the "appearance" that something is being done. The 
government has the opportunity to save taxpayers and consumers billions of dollars, and 
the industry stands to lose billions of dollars in windfalls on government funded research. 
Put together a team that is equal to the task. 
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My name is Chuck Ludlarn and I am Vice President for Government 
Relations of the Biotechnology Industry Organization (BIO). BIO represents 
virtually every company with which NTH has CRADAs and licenses. 

Since the first CRADA Forum we have seen major developments with the 
health care reform legislation on Capitol Hill which fundamentally change the 
issues at this second Forum. If any bill is enacted it is not likely to include any 
form of drug price controls. 

If this is true, and NIH ratifies its current price review policy, it will be 
the only government agency with a drug price control program. This will ensure 
one result — it will isolate NIH from the drug development process and ensure 
that its inventions will be the least likely to be developed into products to treat 
deadly and costly diseases. 

The NIH price review process creates perverse incentives. It will, for 
example, ensure that the CRADAs and licenses of the Department of Energy’s 
genome program, which do not include any pricing review requirement, will be 
more attractive to CRADA and license partners than those of NIH’s genome 
program, which do include the price review clause. 

NIH price review will create a special incentive for companies to enter into 
agreements with the universities and foundation grantees of NIH, and the Army 
and Navy biomedical research programs, none of which include price control 
clauses, rather than with NIH. 

NIH price review will amount to a form of self-imposed exile or 
quarantine for NIH scientists and their research. 
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Given the developments with health care reform and these perverse incentives, one 
could continue to advocate across-the-board drug price controls and argue that it is counter- 
productive for NIH to go it alone in imposing such controls. At the first Forum Peter Staley 
of the New York Treatment Action Group (TAG) testified that he supports across-the-board 
price controls but opposes the NIH price control scheme. I have attached a copy of Peter’s 
eloquent statement to ensure that you have an opportunity to review it. 

Going it alone on price controls carries obvious liabilities for NIH because 
biotechnology companies enter into C RADAs and license government technology on an 
entirely voluntary basis. No company is compelled to enter into CRADAs or licenses. 

The biotechnology industry has just devoted an entire year vigorously opposing 
various proposals to impose drug price controls as part of the health care reform legislation. 
If biotechnology companies strongly oppose legislation to impose drug price controls, NIH 
should not expect that they will voluntarily agree to be bound by NTH’s price controls. 

Biotechnology companies and their investors believe that the NIH price review policy 
is a form of price controls. NIH may not wish to characterize its "reasonable price" clauses 
as price controls, but it is absolutely clear that biotechnology companies and their investors 
do hold this belief. In this case the perception of these executives and their investors is the 
reality and no amount of rhetoric will change that reality. 

The biotechnology industry opposes drug price controls because these controls make it 
impossible for our companies and their investors to estimate the potential to generate a 
reasonable rate of return on their research investment. Investors will not provide the capital 
to fund research and firms cannot justify a research expenditure under these circumstances. 
Biotechnology research already involves extraordinary risk and the additional risk of price 
controls, coming at the very end of the drug discovery process, tips the balance against the 
investment. 

Only one percent of the biotechnology industry is profitable, very few have revenue 
from sales of existing products, the industry as a whole lost $3.6 billion last year, and our 
capital markets are severely depressed. The biotechnology industry would prefer to be in a 
much stronger economic position, but it must seek to survive with the reality as it finds it. It 
must focus its research where it has the greatest prospects for generating a reasonable rate of 
return. 


This economic reality cannot be ignored by NIH. This is the economic reality for 
the CRADA and licensing partners who are the most excited about developing NIH 
technology into commercial products. 

When NIH technology is not successfully transferred and commercialized, needed 
therapies do not reach the bedsides of patients. This is the ultimate tragedy for consumers. 
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The threat here is not just the marginalization of NIH scientists and their research. 
Legislation has been introduced which would require NTH to control the prices of all 
products developed by its licensees and impose this requirement on CRADA partners and 
licensees under the NTH extramural program. For this panel and the NIH to ratify the 
current policy will invite Congress to enact this legislation. Enactment of this legislation 
would permanently disable both the intramural and extramural technology transfer programs 
of NIH. 

This legislation would set a precedent which jeopardizes the CRADA and licensing 
program of every other government agency, all of which would suffer if price review clauses 
were included in their agreements. 

As the NIH drug price control program undermines the effectiveness of the NIH 
technology transfer process, it also undermines the rationale for appropriations for NIH basic 
research and the Harkin-Hatfield proposal. 

Unfortunately the NIH notice for this Forum fails to address any of these critical 

issues. 

It fails to take recent developments with the health care reform legislative into 
account. 

It fails to mention the perverse incentives created when NIH goes it alone on price 
controls. 

It does not acknowledge the firm belief of biotechnology companies and their 
investors that these clauses operate as price controls. 

It fails to recognize the difficult economic reality of the biotechnology industry. 

Surprisingly it does not mention the interest of patients in the successful 
commercialization of NIH’s basic research. 

It fails to recognize the fundamental threat that this policy poses to the NIH 
extramural program and the technology transfer program of other agencies. 

And, it fails to note the potential adverse impact on NIH appropriations and the 
Harkin-Hatfield proposal. 

The issue which is raised — protecting the government investment - is a legitimate 
and important issue. 

To begin with it is obvious that the government’s and taxpayer’s research investment 
is completely squandered when companies refuse to enter into CRADA and licensing 
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When CRADAs or licenses are successfully negotiated, the government’s financial 
investment is directly reimbursed when companies pay licensing fees and royalties to the 
government on the sales of any products developed from transferred technology. 

Our companies expect to pay reasonable fees and royalties. There is no dispute about 
them. This is what is expected when one private company enters into an agreement with 
another. 

In addition the government’s larger economic interests are protected when these 
companies create jobs, pay taxes, and increase the competitiveness of America. 

BIO has urged NIH to abandon the pricing clause altogether. The Panel may be 
tempted to recommend that NIH limit its pricing clauses only to very late stage development 
agreements, where NIH research has developed a drug which is essentially ready to be 
marketed to the public. 

We submit that there aren’t any drugs in this category and never will be. But, even if 
there were, such a restriction would ensure that NTH would have the greatest difficulty in 
licensing the products which could immediately provide medical benefits to patients. 

Barriers and disincentives for technology transfer in these cases would be not just be unwise, 
it would be tragic. 

In addition, if NIH restricts its use of the pricing clause to these nonexistent or rare 
cases, it will still have a chilling effect on the whole technology transfer program. Every 
licensee would be concerned that any research it undertakes with the NIH would eventually, 
as it focuses more and more on a specific product, come under the pricing clause. 

Companies often enter into a series of CRADAs, each with its own specification of the work, 
and they would be reluctant to enter into the first CRADA for fear that the second or third or 
fourth would contain the pricing clause. 

The Panel might also be tempted simply to clarify the terms of the clause and the 
process which will be followed in its implementation. The only impact this will have is to 
confirm the threat and the risk of entering into a CRADA or license with NIH. The issue is 
not vagueness about how the review will be conducted; it’s the fact that the review is 
required and that this review supplants the market place as the arbiter of the prices for the 
drugs. 


As a government agency which is uniquely familiar with the scientific discovery 
process, NIH knows that many experiments fail and that we need to learn from these 
failures. The pricing clause has failed, indeed, it has proven to be counter productive. 

NIH must renew its commitment to the technology transfer process and provide for 
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government reimbursement through reasonable fees and royalties. It must abandon its 
unsuccessful experiment with price controls. 

Thank you again for this opportunity to testify. I am happy to answer your questions. 
Attached: Testimony of Peter Staley from First CRADA Forum 
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BIOTECHNOLOGY 
INDUSTRY 

organization News Release 

1625 K Street, N.W. • Suite 1100 ■ Washington, D.C. 20006 ■ (202) 857-0244 • FAX: (202) 857-0237 

FOR IMMEDIATE RELEASE CONTACT : Dan Eramian 

Eric Christensen 
(202) 857-0244 

BIO PREDICTS NIH CHAPA POLICY MAY LEAD TO 
' SELF-IMPOSED EXILE' FOR NIH SCIENTISTS 

(WASHINGTON, DC, September 7, 1994) . . . In testimony to be 
delivered tomorrow, the Biotechnology Industry Organization 
(BIO) , predicts that National Institutes of Health (NIH) policies 
for Cooperative Research and Development Agreements (CRADAs) with 
private companies will, "amount to self-imposed exile or 
quarantine for NIH scientists and their research. " 

Chuck Ludlam, BIO government relations vice president, will 
testify before a NIH advisory panel that NIH CRADAs allowing the 
agency to review the prices of drugs developed through such 
agreements , is in fact a drug price control program. "This will 
ensure one result," Ludlam will say. "It will isolate NIH from 
the drug development process and ensure that its inventions will 
be the least likely to be developed into products to treat deadly 
and costly diseases." 



(more) 
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Ludlam will further explain that, "NIH may not wish to 
characterize its 'reasonable price' clauses as price controls, 
but it is absolutely clear that biotechnology companies and their 
investors do ho Id this belief. In this case the perception of 
these executives and their investors is reality and no amount of 
rhetoric will change that reality. " 

Ludlam will note that the biotech industry opposes price 
controls because such controls make it difficult for companies to 
attract the investors necessary to fund the early stages of 
product development for new biotech drugs . It can take seven to 
10 years, and millions of dollars to bring a biotech drug through 
the research and development, clinical trial and approval stages . 

He will also explain that, "Legislation has been introduced 
which would require NIH to control the prices of all products 
developed by its licensees and impose this requirement on CRADA 
partners and licensees under the NIH extramural 

program . . . Enactment of this legislation would permanently disable 
both the intramural and extramural technology transfer programs 
of NIH, " Ludlam will say. 


(more) 
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"When CRADAs or licenses are successfully negotiated, the 
government's financial investment is directly reimbursed when 
companies pay licensing fees and royalties to the government on 
the sales of any products developed from transferred technology. 

"Our companies expect to pay reasonable fees and royalties. 
There is no dispute about them. This is what is expected when 
one private company enters into an agreement with another , " 

Ludlam will say. 

"As a government agency which is uniquely familiar with the 
scientific discovery process, NIH knows that many experiments 
fail and that we need to learn from these failures. The pricing 
clause has failed, indeed , it has proven to be counter- 
productive , " Ludlam will conclude. 

BIO represents more than 540 companies , academic 
institutions , state biotechnology centers and other organizations 
involved in the research and development of health care, 
agricultural and environmental products . 


(END) 
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National Coalition for Universities in the Public Interest 


September 7, 1994 

Dr. Harold Varmus 
Director, NIH 
Bldg 1 Room 126 
9000 Rockville Pk. 

Bethesda, MD 20892 

Mr. William Corr 
Public Health Service 
Room 716G 

200 Independence Ave., S.W. 

Washington, D.C. 20201 

Dear Dr. Varmus and Mr. Coir; 

NCUPI opposes any agreement by the government that would remove the federal 
government's current ability to review the prices of drugs created through CRADA's that 
would be marketed by pharmaceutical companies. 

The Coalition has long opposed university- industry partnerships which served as a model for 
the CRADA on the grounds that research was perverted by an industrial relationship that 
emphasized product and profit outcomes at the expense of research integrity. In 1988, Ted 
Weiss's Governmental Operations Sub-committee held hearings titled "Are conflicts of interest 
hazardous to your health" which documented numerous instances of fraud and misconduct 
resulting from the university- industry connection . The Coalition believes that it is 
outrageous to ask the taxpayer to pay for research that aims at producing profitable products, 
since it has become clear that such "sponsored" research produces pharmaceuticals whose 
safety and effectiveness are often much exaggerated, and sometimes kill, (see Weiss, Hearing) 

Before the Bayh-Dole Patent Law emendations in 1980, the government was also concerned 
that patent law protect taxpayers from the double burden of paying for research and paying 
monopolistic prices for the resulting inventions. Universities, for example, were forbidden to 
give exclusive licenses for developing and marketing such inventions on the grounds that 
monopolistic pricing would be the result, and that the taxpayer would pay twice for the same 
product - first to develop it, then to buy it. The government was right then to want to protect 
the taxpayer from rip-off pricing that would result from the granting of exclusive licenses, 
and, having dropped its objection to such exclusive licensing in order to promote technology 
transfer, it should maintain its vigilance on behalf of the consumer and taxpayer by retaining 
the price review now in place. 

Sincerely, n 
Leonard Minsky 




1806 T Street, N.W. 
Washington, D.C. 20009 
(202) 234-0041 
Fax (202) 387-4549 
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September 1, 1994 
Ms. Elyssa Tran 

Office of Science Policy arid Technology Transfer 
NIH 

Building 1, Room 213 
9000 Rockville Pike 
Rockville, MO 20892 

Dear Ms. Tran: 


I would like to aufc wit my view for the 2nd CRADA Forum Panel as a consumer of 
the products of medical i ©search. Athough I appreciate the Idea that the federal 
government represents t w public via tax dollars and also feel that the public should get 
something back from ths money spent on medical research at NIH when It becomes 
commercially valuable, 1 don’t ilhlnk that putting restrictions on technology transfer will 
facilitate the production ,4 new and better medical treatments. 1 am afraid that 
regulations, such as the easonable pricing clause, will FURTHER discourage 
pharmaceutical and blotuci companies from doing business with NIH. The result of this 
will be that research find rugs at NIH will be academically disseminated to the public but 
won't be directly translat 3 cl Into useful medical products or there will be a significant 
time iag. This means people will die sooner and have a lower quality of life. 

NIH should be doi kj everything it can to facilitate the process— NOT restrict it. I 
would rather my tax dolli ,rs go into innovative research at NIH and have NIH hand over 
everything to someone v ho can rapidly put It into better treatments. People are dying. I 
would like more and bett sr drugs and would rather pay high prices than see fewer and 
less effective drugs due o government restrictions. Although the intent is good, we are 
already benefiting by bet;i;r treatments which is the bottom line. Don’t mess up the 
bottom line by playing w iti less important points. The outcome here is most important. 

instead of forcing companies to not do business with NIH (or forcing them out of 
business) with a reasonable pricing clause, why not streamline the regulatory process 
at FDA by eliminating animal testing and using volunteer human subjects right after in 
vitro screens. This wool ;l reduce the time to market and reduce the price. We don't 
need more government Carriers to better medical treatment, we need less. 

Another aspect to this is that pharmaceutical and biotech companies are not 
greedy parasites on soci sty. They are providing the treatments which improve and save 
our lives. If they need a high price to fund their development of new drugs then we have 
to pay it. Not only do the y provide a service to society but they provide jobs and 
contribute to academic medical research, charities and the arts. They are a GOOD thing 
and they are productive- not a parasite! 

Please do everyth rig to ENHANCE the flow of/technology transfer from NIH. 
Otherwise my tax dollars there ARE wasted! 

Sincerely, 


Vasiliana V. Mouasatos 
Registered Voter & Taxpj 
682 Whitney Avenue 
New Haven, CT 0651 1 
(203) 787-2527 


ly-sr 
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From Peter Staley 


INTELLECTUAL PROPERTY AND FAIR PRICING CLAUSES IN 
AGREEMENTS BETWEEN THE FEDERAL GOVERNMENT AND 
PRIVATE INDUSTRY RELATING TO RESEARCH ON 
PHARMACEUTICAL PRODUCTS FOR SERIOUS OR 
LIFE-THREATENING DISEASE 












The Subcommittee recognizes the issue of pharmaceutical prices as it relates to 
access to health care, but believes that any response to this issue should be 
comprehensive. By targeting only those pharmaceuticals resulting from collaboration 
between industry and government, the NIH has inadvertently stifled such collaboration. 

As an alternative to fair pricing clauses, the payment of royalties to a government 
agency which develops and transfers a technology to a private firm for commercialization 
might be considered. This would serve to compensate for the public investment in a 
marketed product, provide additional revenues for government research, and provide a 
special incentive for government agencies to enter into collaborative agreements. 
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Publications and Information Services in Biotechnology and Pharmaceuticals 


1700 Rockville Pike, Suite 400 Phone: (301) 424-0255 

Rockville, Maryland 20852 Fax: (301)424-0257 


News Release: Originally released 8/22/94; revised 9/8/94 including new data for 43 NIH C RADAs 


Federal Labs and NIH are Number One in Bio-Technology Transfer 


The first comprehensive study clearly shows that federal (U.S . government) laboratories are by far 
the leaders in technology transfer in the biomedical, biotechnology and pharmaceutical areas. In 
these areas, the federal laboratories and the Public Health Service (PHS) and its main component, 
the National Institutes of Health (NIH), are number one in: 

• inventions available for licensing; 

• patents received and patent applications pending; 

• inventions that have been licensed out; and 

• therapeutics in active development (even compared to the largest pharmaceutical companies), 
both in terms of those licensed out and those being developed internally. 

The federal labs, PHS and NIH are: 

• the U.S. biotechnology and pharmaceutical industries’ leading sources for new technologies, both 
new products and broadly enabling technologies; 

• the leaders in collaborative research and development with the biotechnology and pharmaceuti- 
cal industries, including therapeutics in development and clinical trials; and 

• the source for many products and technologies in the marketplace. However, federal technol- 
ogy transfer is relatively new, and many (hundreds) more technologies and products are currently 
in development, both licensed inventions and those being developed collaboratively through 
CRADAs with industry. This includes well over 100 therapeutics having reached clinical trials. 

Mr. Ronald A. Rader, President, Biotechnology Information Institute, Rockville, MD, has presented ■ 
data from the Federal Bio-Technology Transfer Directory, a recently published reference book he 
authored describing all federal biomedical, biotechnology and pharmaceutical U.S. patents, patent 
applications, licenses granted and Collaborative Research and Development Agreements (CRADAs) 
from 1980-1993. This is the largest directory of biotechnology and pharmaceutical inventions avail- 
able for licensing. The Directory describes 2,100 federal inventions (1,200 patents; 900 applica- 
tions); nearly 1,000 licenses (including 270 exclusive and 640 nonexclusive patent licenses); and 
over 500 CRADAs; along with information about the commercial potential of inventions and the 
status of products/technologies in development and the marketplace. Much of this information has 
never before been published, particularly patent licenses and CRADAs. The 678-page book has 
over 400 pages of text/abstracts and 250 pages of indexes, including a 37,000 entry subject index. 
The Federal Bio-Technology Transfer Directory database will be available this fall. 

The Federal Bio-Technology Transfer Directory shows that: 

• Federal agencies and labs have 2,100 U.S. patents granted or pending in the biomedical, biotech- 
nology and pharmaceutical (“biomedical/biotech”) areas from 1980-1993. PHS (with 60%) and 
NIH (with 49%) are by far the leaders among federal agencies. 
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® Biotechnology is involved in the majority of federal bio-technology transfer. This includes over 
50% of inventions; about 70% or more of patent licenses granted; and up to 70% of CRADAs. 
Biotechnology involvement is highest and has been increasing in recent years. 

• The numbers of inventions, licenses and CRADAs are related to R&D funding, mandates and 
technology transfer efforts. The federal labs’ biomedical/biotech R&D budget is about $2.5 bil- 
lion/year. The N1H intramural R&D budget ($1.3 billion) is comparable to that of the largest 
pharmaceutical companies and over 40% of total U.S. biotechnology industry R&D funding. 

9 Most federal bio-technology transfer is recent and continues to increase steadily. Over 60% of 
inventions are from 1990-1993; 75% of CRADAs were active in 1993; and well over 1,000 
federal biomedical/biotech patent applications are currently pending. 

® The federal labs and PHS and NIH are consistently the leading recipients of U.S. patents in 
biotechnology and genetic engineering, including those with pharmaceutical uses. 

® The federal labs, PHS and NIH are consistently among the leading recipients of drug and other 
bio-active agent patents, ranking with many of the world’s largest pharmaceutical companies. 

Licensing, particularly exclusive licensing, of federal inventions is an issue involving much public 
debate. This is especially true as PHS/NIH is currently considering dropping or significantly modi- 
fying its “reasonable pricing” clause in exclusive licenses and CRADAs. 

The Federal Bio-Technology Transfer Directory shows that: 

8 About 27% of federal inventions have been licensed one or more times, including 34% of PHS 
and 32% of NIH inventions. These are rather high percentages of invention licensing, since only 
about 10% or less of inventions are ever used commercially. 

8 Nearly 1,000 licenses have been granted to industry, mostly from PHS (84%) and NIH (75%). 

8 The majority of invention licenses are nonexclusive (no restrictions on granting further licenses). 
PHS and NIH inventions are more likely to be licensed nonexclusively and to have more licenses/ 
invention (licensed to more companies). A few inventions, mostly broadly enabling technolo- 
gies and screening assays, have been licensed by up to 20 companies. 

8 About one-quarter of invention licenses are exclusive licenses, and about 40% of licensed 
inventions have been exclusively licensed. Many of these involve major commercial products 
in development. About 75% of federal and 87% of NIH exclusive licenses involve therapeutics- 
related inventions (mostly therapeutic agents). Many of these therapeutics-related licenses involve 
biopharmaceuticals and drugs in development. 

8 Over two-thirds of licensed inventions are therapeutics-related and about one-third of exclusively 
licensed therapeutics-related inventions have reached the clinical trials stage of development. 

Regarding CRADAs, the Federal Bio-Technology Transfer Directory shows that: 

8 Collaborative R&D with industry ranges from basic speculative research through product 
development and testing, including clinical trials. 

8 PHS with 51% (279) and NIH with 37% (205) lead all federal agencies/labs with CRADAs in 
the biomedical/biotech areas. However, CRADAs remain an insignificant part of the PHS/NIH 
total R&D, unlike some other federal agencies/labs where CRADAs are up to 10% of total R&D, 

8 About two-thirds of federal, 73% of PHS and 80% of NIH CRADAs involve therapeutics-related 
technologies (mostly therapeutic agents). About one-third of all federal, PHS and NIH thera- 
peutics-related CRADAs involve therapeutics that have reached the clinical trials stage. Many 
of these CRADAs involve ongoing clinical trials, with most conducted by PHS and NIH. 
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Mr. Rader has also documented that: 

• The federal labs, PHS and NIH each rank number one or among the leaders in the number of 
drugs and biopharmaceuticals in development (even compared to the largest pharmaceutical com- 
panies), both in terms of those licensed out and those being developed internally. 

8 PHS and NIH rank among the top recipients of licensing income among U.S. universities and 
nonprofit research organizations — $12.2 million licensing royalty income in FY 1992, with about 
80% or more of this from the licensing of HIV diagnostic patents. 

• Federal labs are filing over 450 new patent applications/year (PHS alone over 300), licensing 
activity is increasing, and CRADAs are growing rapidly (except for PHS/NIH). 

• The PHS/NIH “reasonable pricing” exclusive licensing clause has contributed to many biotech- 
nology and pharmaceutical companies of all sizes avoiding PHS/NIH CRADAs and licensing. 

• Cancer and infectious diseases, particularly viral infections and HIV, are the main disease areas 
for federal inventions, licenses and CRADAs (most of these within PHS/NIH). 

» Federal labs, PHS and NIH are each the leading recipients of antiviral/virus-related patents and 
have the most antiviral drugs and vaccines in development, including those licensed out and those 
being developed internally. NIH co-discovered HIV, claims co-discovery of the utility of AZT 
and exclusively licensed the next two drugs approved for HTV-infection (DDI; DDC). 

• Federal labs in Maryland (particularly NIH) are the source for over 70% of federal biomedical/ 
biotech inventions, licenses and CRADAs. These labs (and NIH alone) make the suburban MD/ 
Montgomery county area the world’s leading area for biomedical, biotechnology and pharma- 
ceutical technology transfer opportunities. MD and DC organizations have over 70 CRADAs. 

Although only a small portion of the nation’s total R&D, the federal labs are a major national resource 
for inventions and technology transfer. The federal labs as a whole, and PHS and NIH each have 
the largest and most important portfolios of biomedical and biotechnology inventions available for 
licensing. Unlike corporate inventions, these are all available for licensing. Federal labs, PHS and 
NIH each are the most important sources for the licensing of new technologies and for collabora- 
tive R&D with the U.S. biotechnology and pharmaceutical industries. The federal and, especially, 
the PHS and NIH invention portfolios and technology transfer activities are unsurpassed in many 
areas including cancer; HIV, viral and other infectious diseases and vaccines; gene therapy and 
sequencing; therapeutics screening; radiopharmaceuticals; and fundamental aspects of molecular 
and cellular biology. Federal technology transfer is relatively new and more federal inventions are 
in development than are currently in the marketplace. Hundreds of examples are described in the 
Federal Bio-Technology Transfer Directory, Many federal inventions will form the basis for a 
significant portion of the U.S. biotechnology and pharmaceutical industries’ future products and 
technologies. Federal inventions tend to be the types most needed by industry— fundamental break- 
through technologies (e.g., gene therapy), broadly enabling technologies (e.g., therapeutics screen- 
ing assays) and biopharmaceuticals and drugs for diseases for which therapeutics are not available. 

No technology, market or competitive assessment in the biomedical, biotechnology or pharmaceu- 
tical areas is complete without considering federal technology transfer. The Federal Bio-Technol- 
ogy Transfer Directory is the only information resource providing the biotechnology and pharma- 
ceutical industries and the biomedical and life sciences research communities with access to fed- 
eral technology transfer opportunities and activities. 

[For further information including a 22-page study, contact: Mr. Ronald A. Rader, President, Biotechnology 
Information Institute, Phone: 301-424-0255; FAX: 301-424-0257]. 
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Inventions available for licensing 

No. 1 

Patents received 

No. I 

Patent applications pending 

No. 1 

Patent licenses granted 

No. 1 

Industry source for new technologies 

No. 1 

Collaborative R&D with industry 

No. 1 

Therapeutics in dev. — licensed out 

No. 1 

Therapeutics in dev. — internally 

No. 1 

Therapeutics in dev. — collaborative R&D 

No. 1 

Therapeutics in clinical trials 

No. 1 

U.S. biotechnology patents 

No. I 

U.S. biopharmaceutical patents 

No. 1 

U.S. genetic engineering patents 

No. I 

U.S. drug/bio-active agent patents 

Leader 


Federal Bio-Technology Transfer bv Agency 1 


Ayencv 

Patents 

Aonl. 

Licenses 2 

CRABAs 

PHS 

617 

657 

835 (188) 

. 279 

NIH 

545 

564 

745(178) 

228 

USDA 

133 

68 

48(8) 

6 

Army 

120 

57 

38 (29) 

127 

DOE 

118 

52 

29 (20) 

60 

NASA 

88 

19 

18(17) 

1 

Navy 

78 

33 

20(7) 

38 

Air Force 

35 

4 

! 

- 

DOC 

5 

7 

2(1) 

12 

EPA 

- 

- 

- 

18 

Total 3 

1,197 

899 

992 (270) 

543 


Federal Bio-Technology Transfer, 1980-1993 1 



PHS 

NIH 

Biomedical/biotech R&D 1993 ($ billion) 

2.5 

- 

1.2 

% of total biotech industry R&D 

80% 

- 

39% 

Inventions, 1980-1993 

2,096 

1,274 

1,109 

U.S. patents 

1,197 

617 

545 

Pending applications 

899 

657 

564 

Inventions, therapeutics-related 

1,279 

851 

772 

% of total inventions 

61% 

68% 

70% 

Inventions, biologics/biotech (%) 

56% 

57% 

59% 

Inventions, drugs/chemical technology (%) 

47% 

44% 

46% 

Patent (invention) licenses 

992 

835 

745 

Average licenses/licensed invention 

1.76 

1.95 

2.09 

Exclusive patent licenses 

270 

182 

173 

% of patent licenses 

27% 

23% 

23% 

Patent licenses, therapeutics-related 

669 

584 

550 

% of patent licenses 

67% 

70% 

74% 

Exclusive patent licenses, therapeutics-related 

200 

156 

150 

% of exclusive licenses 

74% 

83% 

87% 

involving inventions reaching clinical trials 

68 

56 

56 

% involving inventions reaching clinical trials 

34% 

36% 

37% 

Inventions (technologies) licensed 

563 

428 

356 

% of inventions 

27% 

34% 

32% 

reaching clinical trials stage 

76 

62 

61 

Exclusively licensed inventions 

230 

161 

152 

% of licensed inventions 

41% 

38% 

43% 

therapeutics-related reaching clinical trials 

52 

44 

44 

Inventions licensed, therapeutics-related 

339 

267 

234 

% of therapeutics-related inventions 

27% 

31% 

30% 

reaching clinical trials stage 

69 

61 

60 

% reaching clinical trials stage 

20% 

23% 

26% 

CRADAs 

543 

279 

205 

involving biologics/biotechnology 

320 

197 

149 

involving drags/chemical technology 

241 

111 

80 

involving therapeutics technologies/uses 

354 

203 

163 

reaching clinical trials stage 

140 

74 

61 

involving biopharmaceuticals 

232 

149 

123 

% of CRADAs involving therapeutics 

65% 

73% 

80% 

% of CRADAs involving clinical trials 

30% 

30% 

34% 

% of CRADAs involving biopharmaceuticals 

43% 

53% 

60% 


FaderaLTech. Transfer bv Technoloav/Uses 1 


TreliAJas Patents 

AbbL 

Licenses 2 CRAE 

Drugs/chemical 

661 

359 

312(137) 

241 

Biologics/biotech 

480 

606 

734(138) 

320 

Apparatus/devices 

386 

118 

121 (45) 

115 

rDNA/genetic eng. 

126 

353 

308 (67) 

131 

Genes-cloned/seq. 

101 

331 

267 (63) 

84 

Antibodies 

148 

176 

325(46) 

58 

Therapeutics 

679 

600 

669 (200) 

332 

Diagnostics 

534 

413 

564 (88) 

172 

Cancer 

186 

162 

240 (67) 

74 

Therapeutics 

151 

126 

213 (55) 

56 

Diagnostics 

70 

81 

137 (26) 

17 

Infecdous Diseases 

279 

349 

423 (82) 

183 

Viral/antiviral 

136 

240 

329 (63) 

112 

HIV-infecdon 

56 

122 

178 (34) 

46 

Therapeudcs 

50 

106 

166(33) 

45 

Diagnosdcs 

26 

42 

23 

3 

Radiopharm. 

119 

37 

92 (23) 

36 

Screening (drugs) 

63 

129 

164 (33) 

31 

Clinical trials stage 

68 

46 

141 (75) 

161 


Itiyerm^ n iJn Jtie federal Si e-T eshnoJegy 

Transfer Directory 


4fl«j 


Applications ("T] -900 total 

Patents m ~ 1,200 total 



81 82 83 84 85 84 87 88 89 90 91 92 93 


'Numbers refer to the total of patents, applications orCRADAs relevant to a technology /use or assigned to a federal agency/ 
laboratory. Entries are indexed with as many technologies/uses as are relevant. Data are not to be considered as official. 
2 Totai of the licenses granted for licensed intellectual properties (U.S. patents or patent applications) followed by the num- 
ber of exclusive licenses in parentheses. This is not the number of licensed inventions or company licensing packages. 
3 Totals for all federal agencies (Departments of Interior, Justice and Veterans Affairs not shown; negligible entries). 
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National Institutes of Health (NIH) Technology Transfer 1 


NIH Technology Transfer by Technoloav/Uses 2 


Techyyse.s 2 

Patents 

Add!. 

Licenses* 

Totals 

Biotechnology /biologies 

244 

408 

578 (98) 

Biopharmaceuticals 

156 

297 

431(81) 

Biopharm /clinical trials stage 

20 

18 

79(30) 

Vaccines 

60 

87 

200(28) 

Dnigs/chemtcal technology 

309 

205 

217(92) 

Dnjgs/clinical trials stage 

35 

18 

60(30) 

Apparatus/devices 

178 

69 

72(7) 

Medical devices/clin, trials stage 

1 

2 

3(3) 

rDNA/genetic eng. 

8! 

271 

260(55) 

Ge nes-clo ned/seq . 

63 

259 

234(52) 

Therapeutics 

351 

421 

550(150) 

Trealments/cHnical trials stage 

49 

33 

123 (57) 

Diagnostics 

234 

244 

426(45) 

Diagnostics/clinical trials stage 

4 

7 

7 

Gene therapy 

9 

36 

40(18) 

Cancer 

133 

147 

223 (57) 

Treatments 

112 

118 

202 (50) 

Treatments/clinical trials stage 

25 

9 

63 (22) 

Diagnostics 

50 

69 

123(19) 

Infectious Diseases 

129 

214 

310(56) 

Viral/antiviral 

93 

181 

290(54) 

HIV- in feet ion 

45 

108 

171 (32) 

Treatments 

28 

78 

80(30) 

Treatments/climca! trials stage 

41 

94 

160(31) 

Diagnostics 

21 

35 

110 (2) 

Cardio/ vascu 1 ./b lood 

84 

60 

96(15) 

Neurological 

72 

61 

70(33) 

Radiopharm ./treatments 

59 

25 

88(15) 

Immunology (diverse aspects) 

109 

170 

343 (45) 

Antibodies 

81 

118 

274 (34) 

Screening (agent activity) 

37 

113 

146(24) 

Clinical trials stage of development 

49 

35 

124 (58) 


PH? Te chn o log y .Tra nsf er fry Organto ti on 


Organization 

Patents 

Appl. 

Licenses 3 

CRADAs 

NIH 

545 

564 

745(178) 

228 

CC 

18 

7 

12(1) 

4 

DCRT 

1 

1 

- 

1 

NCI 

185 

248 

419(77) 

79 

NCHGR 

- 

- 


. 

NCRR 

38 

8 

27(3) 

4 

NEI 

2 

9 

- 

7 

NHLB1 

38 

35 

30 (6) 

8 

NIA 

10 

5 

5(4) 

2 

NIAAA 

6 

2 

2(1) 

i 

N1AID 

62 

84 

108(19) 

35 

N1AMS 

l 

3 

1 


NICHD 

16 

22 

23 (6) 

9 

NIDA 

2 

2 

1 

3 

N1DCD 

- 


- 

- 

NTDDK 

49 

51 

29(21) 

21 

N1DR 

23 

13 

13(6) 

12 

NIEHS 

4 

14 

3(1) 

1 

N1GMS 

2 

- 

- 

- 

NiMH 

42 

26 

29 (22) 

24 

N1NDS 

14 

30 

29 (6) 

17 

N!NR 

- 

- 

- 

- 

NLM 

- 

! 

- 

- 

Extramural 

32 

2 

13(4) 

- 

CDC 

24 

52 

85 (8) 

39 

FDA 

48 

41 

5(2) 

12 


CRADA Activity by Technology/Uses 2 


Tech/Uses* 

Federal 

PHS 

Mil 

Totals 

543 

279 

228 

Biotechnology/bio logics 

320 

197 

t61 

Biopharmaceuticals 

215 

149 

131 

Biopharm 7c linical trials stage 

84 

43 

36 

Vaccines 

98 

52 

38 

Dmgs/chemicaJ technology 

241 

111 

94 

Drugs/c linical trials stage 

69 

35 

33 

Apparams/de vices 

115 

25 

17 

Medical devices/clin. trials stage 

19 

3 

3 

rDNA/genetic engineering 

131 

100 

90 

Ge nes-c loned/sequen ced 

84 

62 

56 

Therapeutics 

354 

203 

179 

Therapeutics/cHnical trials stage 

140 

74 

68 

Diagnostics 

179 

86 

50 

Diagnosrics/c linical trials stage 

23 

11 

9 

Gene therapy 

16 

11 

11 

Cancer 

74 

61 

60 

Treatments 

56 

46 

46 

Clinical trials stage 

30 

24 

24 

Diagnostics 

17 

14 

14 

Infectious Diseases 

183 

99 

64 

Viral/antiviral 

112 

78 

56 

HIV-infection 

46 

37 

33 

Therapeutics 

45 

36 

33 

Clinical trials stage 

19 

12 

10 

Diagnostics 

3 

3 

1 

Card io/vascu 1 Vblood 

33 

19 

13 

Neurological 

64 

48 

47 

Radi op harm /treatments 

36 

14 

13 

Immunology (diverse aspects) 

78 

56 

39 

Antibodies 

61 

45 

32 

Screening (agent activity) 

31 

19 

19 

Clinical trials stage of development 

161 

85 

578 


NIH Inventions in the Federal Blo-Techno(oav 



Applications [H] 564 total 
Patents Hi 545 total 



60 81 82 83 64 S5 86 87 88 89 90 91 92 93 


’includes all U.S. patents, applications, licenses and CRADAs from 1980-FY1993 for which public domain information was 


available and U.S, patents through the end of 1993. Data are not recognized as official by any PHS/NTH or federal office. 
Criteria differ from those used by OTT (and are further explained in the Federal Bio-Technology Transfer Directory). 
inventions and CRADAs are indexed with as many technology/uses as are relevant. 

3 Totai of the licenses granted for licensed intellectual properties (U.S. patents or patent applications) followed by the number 
of exclusive licenses in parentheses. This is not the number of licensed inventions or company licensing packages. 
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National Kidney C 


August 30, 1994 


ancer Association 

Suit* 200 

1234 5h»]gn$.fll*V c U 
Evanston, II 60202 
708r3f»W5ir ? | O P! t? 
fax: 703-328-442S 


Or. Harold Virmus 
Director 

National Institutes cf Health 
Building 1, Boo* 126 
9000 Rockville Pike 
Bethesda, Maryland 2 Dfi92 


Dear Or. Varmuei 

Since I cannot attend your meeting on September 8 regarding the "fair price" 
clause in CRADA ' a , I ' a writing you this letter and ask that you read it aloud 
at the meeting. 

By way of introductic it;, I am president and chief Executive Officer of the 
National Kidney Cancer Association, a non-profit charity which provides 
information to patients and physicians, sponsors research, and acta as an 
advocate on behalf of the nation's 75,000 kidney cancer patients. 

I hold a Ph.D. in Mar element from the J. L. Kellogg Graduate School of 
Management at Northwe stern. I have also worked as a new product consultant in 
the Advanced Methods Grogp of N.W. Ayer, a major advertising agency, in 
addition, I have state tsid five high tech computer-related companies, including 
one that has been publishing economic information or research and development 
expenditures for 15 y swrS. The customers of this company include every major 
drug company, Sell Libtt, the Stanford Research Institute, Battells Memorial 
Institute, major universities, and government agencies. 

I have no financial interest in any drug, bio tech or health cars company. I'm 
writing to you as a kidney cancer patient whose life may depend upon NIH and 
private industry efferfca to find a cure for my disease. 

NIH CRADA' a are critical to the million* of Americans who suffer from diseases 
such as kidney cancel, AIDS, Alxheimers, and other diseases for which there are 
no effective treatmert.n pr cures. For this reason, the National Kidney cancer 
Association is apposed tp the inclusion of "fair price clauses" in CRADA 1 a. 

The "fair price clausa" was motivated by politics and it is not based on sound 
economic principles. Jit is bad public policy and it will cause the failure of 
t.h«* n:..H CRADA progran ns wall as the failure of individual CRADA* e. 

There are basic econc mJ.c truths and principles which must be recognised in the 
design and implements t.J.on of NIH ' a CRADA program. These truths may seem self 
evident, but they »ri not always honored . The social and political agenda of 
the NIH gats in the v«iy, distorting rational economic thinking, leading to the 
failure of individual agreements and the CRADA program itself. Allow me to 
explain. 
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SeonoaioB 


Th® NIH has & f iduciar 1 ra«t>onsibility to tha taxpayer* of th® United Btatee. 
NIH managers are entru icad with tangible assets such n buildings and 
equipment, and intangi He assets such as knowledge, patents, and human 
resources. You are expected to manage these assets in a way that produces th® 
maximum benefits for t -<e public. The value of these benefits can always be 
measured in terms of onnej. 

Even life itself can b t measured in 'terms of money. Economists routinely 
estimate the value of luman life in wrongful death lawsuits in order to 
determine appropriate Jsmagn claim*. When social and political agenda setters 
deny this economic reality, NIH thinking gete confused. 

in licensing NIH technrlcgy or in entering into a CRADA, the NXH contributes 
tangible and intangible asants to a private ©actor firm. Th© privet© sector 
firm which gets the .*. 0 gaits must risk additional capital and add it© own know- 
how in order to make a financial return. The willingness of a firm to enter 
into a CRADA depends heavily upon the potential return it can derive from the 
agreement . 

All firms have alternative uses for their capital and know-how. Senior 
executives in th© privet© sector have a fiduciary responsibility to their 
shareholders to invest capital for the highest possible return. 

If the NIH makes CRAP? ' n unattractive, firms will not invest in CRABA's and 
will put their money 1 n fco other Investments. Demand for CRADA* e Indicates how 
attractive NIH has mat it CRA DA 's as an investment option for the private sector. 

The "fair price clausi " makes CRADA' e less attractive as an investment 
opportunity because tl«y limit potential return on Investment while such 
clauses do nothing to limit potential losses. From this perspective, "fair 
price" clauses create economic asymmetry-"-an "unfair deal" for investors. Weak 
demand for CRADA 1 s wii h "fair pries" clauses reflects this economic reality. 

The market value of N. li assets or any CRADA is simply what someone is willing 
to pay to obtain the < i» aetti or participate in the CRADA. 

These economic truths frame the whole question of the "fair price" alause in 
NXH CRADA 's and how the Nth can best serve the public. 


Auctioning CRADA "e to Masiid.se Public Benefits 

If the NIH truly want ed to maximize the benefit of CRADA' s to the public, it 
would hold public auc Hons and offer each CRADA to all potential bidders. 

Auctioning each CRADA wouid guarantee the government th® highest price for its 
assets. By getting t lia bust pries, the NIB would automatically fulfill its 
fiduciary obligations to the people of the Onifced states. Note that the price 
for a CRADA is not th s same as the price for products derived from th® CRADA. 
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Tha money from an suet ion would go either into the Treasury to benefit all 
taxpayers and citizem or it could be retained by the NIH to fund additional 
research. 


gffaefea cm Ml H Parson] ri$L 

The effects of auctions on the HIH are important to conaider. Tha product of 
the NIH is knowledge ca Inset through the research process. Producing knowledge 
with the highest econmnLc value is important because the economic value 
reflects potential beiiefi c to aociety and the American people • Auctioning the 
product of the NIH could bsi extremely motivational for HIH scientists if 
managed properly. Thu challenge and recognition of producing a valuable chunk 
of know-how could add id the excitement and rewards of working at the NIH. 


affects on Successful Biddiire 

Tha effects of auctions on private companies are also Important . The more a 
company pays for a CRtDA, the greater its commitment to perform the follow on 
work and to create a ;angiLbla product from the GRAD A. For example, a CEO can 
keep his job if he ma i»s a small investment mistake. However, a board of 
directors will replace a cico for making a big investment that doesn't pay off. 

Thus, when the NIH obtains the highest possible price for a CRADA, it actually 
increases the probability, that the CRADA will result in a product which is 
effective and markets 5 successfully. High prices drive commitment and 
motivation to succeed , and provide the greatest assurance of public benefit . 


Many Prooedsats for r adazial Auctions 

There is wide precede it for suctions by government agencies. When the Federal 
government auctions pit lie assets, it does not require "fair price" clauses as 
pert of the transact! an, Such a restriction would reduce tha amount of money 
raised by the auction and reduce public benefit. 

Tha Department of the Interior auctions oil leases on public lands. The value 
of the lease is uncertain and is only realised when a company invests in 
creating a working oil well. But can you imagine the government requiring a 
"fair price" clause in an oil lease and having the power to set oil prices for 
oil obtained from tha lekea aiteV 

The Federal communications Commi' .uw. ivucuions off communication licensee such 
as cellular phone licenses . None of theea licenses has a "fair price" clause 
or allows the governs suit to set cellular telephone rates. 
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The internal Revenue S srvlico usee auctions when it liquidate* the estate of a 
delinquent taxpayer . In the settlement of tax delinquent accounts, it is 
legally bound by the c aurtm to obtain the highest possible price for a debtor's 
assets since any amount realised over and above an xrs tax claim is refunded to 
the debtor or to his other creditors. 

Thee® auctions serve tn« public interest because they guarantee that the 
government has obtained the best price for the assets. The market of competing 
bidders determines the true economic value of the assets. 


Lessons for HIE 

The fact that the price nine hani era works is indisputable. If auctions were 
adopted by NIK, they t, cmld provide instant feedback to the NIH on what 
characteristics make t urADA attractive or unattractive to investors, including 
the "fair price" clause. 

Through auctions, the JI.'.'H could offer CRADA' s with and without the "fair price" 
clause. The percenters differences in auction prices would reflect the coot of 
the "fair price" claut (» to the public . By running a simple economic 
experiment, NIH can di tormina the effects of the "fair price" clause. 


Auction Irlttewttic Made Simple 

How can the governmenl bold an auction for something as intangible as a CRADA? 
Does an auction mean the er.d of royalties as part of CRADA' s? These are simple 
matters to resolve. 

To auction a CRADA, the Hill would offer a combination package of knowledge, 
patents, or a commitment to perform certain scientific work. The bidders would 
make a financial offs: 1 for the entire package. Acceptable bids would consist 
of a combination of i ( 1 ) h cash down payment, ( 2 ) a follow on stream of cash 
payments, and {3> a royalty percentage. 

The net present value of the cash stream plus the net present value of expected 
royalty payments represents the total value of the bid. The highest bid value 
wine the CRADA, 

One firm may offer alt cash and no royalties. Another may even offer all 
royalties, still oth »rs may offer a combination. In all cases, the net 
present value calculation reduces all bids to the tame measure of value. 
Selecting the highest value bid follows logically. 


where. . . 

Net Present Value “ \ 

/ 


Net Cash Flow, 


( 1 + Discount Rate ) ‘ 
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0®<rsnBs®sfc failure to i motion Causes Problems 

It should be noted tha* wher. the government has attempted to set prioee for its 
assets without auction!., it has usually failed. A recent example is the sale 
of mining rights worth billion* to a Canadian company for a few thousand 
dollars. This sale, w.daiy criticised ae failed, public policy, was required by 
an obsolete and littla .'Known Federal law from the last century. 


Social end Political considerations 

some people may argue .hat social and political considerations must be taken 
into account when NIH intern into a CRADA. Such people do not understand 
economics and how market prices always take into account social and political 
considerations. The piblic is always served whan markets efficiently allocate 
resources to their ban u economic use. 

The view that the gov© .-n men fc should have a role in setting final product prices 
when it contributes assets to development of a product is fundamentally flawed. 

The government has nc expertise in setting prices. It does no market research 
or consumer research. It operates no marketing system or channels of product 
distribution. It bull is no inventories or manufacturing plants. It pays no 
sales commissions. It raises no capital. It has no responsibilities to 
customers. It provides no customer or end-user servicing for products created 
through a CRADA. 

If the government want* to control prices, it should invest in all of the other 
factors of production required to bring a product to market and It should 
create and operate a state run enterprise. The history, however, of government 
managed enterprise is well known. The U.S. Postal service is the classic 
example but there are many others. 

I don't believe that Hit) is prepared to create a state run product 
manufacturing and diet rtbution system, and I don't believe the public wants to 
have a state run entej prioa supplying critically needed products and services. 


Sow MZB Can Assorts fcton Public of eos^wsti&lva jpsfJLeoa 

I assume that the purj-o it of the "fair price" clause is to assure that product* 
produced as a result <:f a CRADA are sold at a "fair price" to the public. 
However, NIH need not net prices to provide such assurance. 

Since NIH is far remo< from the public and ultimate end-users of a product, 
it is almost certain <o set, "wrong" prices, either too high or too low 
vis-a-vis the product u intrinsic market value. Civan that the NIH cannot "got 
it right, " it should not attempt to set prices or even bother having a "fair 
price" clause in a Dili .DA . 
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NIH can learn a lessor from the Federal Commun icat lone Conwiseion. Whan the 
PCC auctioned off cellular phone licensee, it sold two licensee in every 
metropolitan area, A competitive market was created in each metropolitan area. 

The NIH can do the Ban m thing with its assets and CRADA' S. If auctioning a 
CRADA guarantees the fcstsit price, auctioning the earns CRADA twice is even 
better. Every CRADA vould be sold to the two highest bidders. Two firms would 
get exclusive rights to the knowledge produced by tho CRADA. Each bid would be 
lees than if the CRADJ offered IOC percent exclusivity to one company. 

However, the combined value of both bid® may be higher than a single offer. 

The dual bid aituatioi , however, provides additional benefits to the public and 
assures the public of "::air prices" without the crada having a "fair price" 
clause or the NIH evei netting a price. 

The two companies which win a CRADA bid would be forced to compete in order to 
get a financial returi on their investment in the CRADA. This competition will 
benefit the public. (>m» company will try to beat the other to market first. 

The other company , wh: .eh comes to the market second, will be forced to out 
prices to attract cusl omepe from the first company. In this fight to be first, 
companies will commit more resources to speed the process. Also, with two 
companies trying to c< 'mmercialize the knowledge produced by the CRADA, the 
public has a higher probability of getting a viable product from the CRADA. 


Corporate coasideratii ms 

The NIR may wonder why companies would bid for a CRADA knowing that another may 
share the same NIH knowledge. The reason is that having the same knowledge 
need not result in thu eamn product. The same knowledge may be used to produce 
different products targeted to different diseases. 

Even when companies produce the same product , they may employ different methods 
of production and may patent their production methods. Further, even when 
companies produce the same product with the same methods and target the same 
market, their market i ig strategies may be different. The cellular telephone 
industry is an outsta '.ding example of this form of competition. 


Additional Eccmosaie C sneL&arations 

There is no need for further social or political considerations. The dual bid 
situation will maximi c« public benefits and competitive prices. 

Moreover, NIH should recognise that corporate success itself is in the public 
interest. If a compaiy profits from a preduet developed with NIH assistance, 
the government takes aver one-third of the profits through the income tax 
system. It takes still more taxes from the people who are employed as a result 
of the success of the product. Thus, the government and the public directly 
benefit from the pricLrg policies of every company. NIH should hope that 
companies which invest in CRADA ' s succeed and make a lot of money. 
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The alternative ia failure and public loaa. When the NIH offers a CRADA and no 
company invests in the opportunity, there is no public benefit of any kind. 

When a company invests in « CRADA and no product is produced, the public 
receives no benefits. 

When a company invests in a CRADA, produces a product but loses money, the 
company will eventual 1 f abandon the product if it cannot raise prices and earn 
a profit, in short, aa public benefit can ever be generated without profits 
and a return on invest rent. 

The public actually suffers a lees when a company loses money because scarce 
economic resources havs been invested without producing a profitable result. 
Only when profits are jemeratod does the public benefit. Profits indicate that 
the public has bought a product or service at a price which covers the costs of 
development, manufactu ring, distribution, and capital . 


Stja first l^aw at Doine iluaisisiat Know Shy oasts 

The role of up-front j ayments and royalties are to ensure the NIH and the 
public that transferring MH assets to a private enterprise produces a return 
for the government an: the public. 

Assuming that the NIH knows its costs, it will never offer an asset or CRADA to 
the private sector foj an amount less than the NiH's cost of producing its 
knowledge product . Hi H Itself can use profit as a measure of its own success. 

The combined net presnti: Y*lue of the two bids accepted for a CRADA should 
always exceed NiH's cc sts of producing the assets transferred to the private 
sector plus the cost r f MIR' s participation in the CRADA, which can be viewed 
as the NIH's cost of f e- vicing its private sector customer. Anything less, and 
the NIH is not fulfil ! ;uig its fiduciary responsibility to taxpayers. The fact 
that NIH is a Federal agency is irrelevant. 


In Sonolueisa 

In recent times, save.-nl consumer organizations have testified in Federal 
hearings regarding thu need for government involvement in setting prices for 
drugs and health care service®. Indeed, soma people may attend your meeting on 
September 8 and coapl iin about the high cost of drugs . 

I have often observed that oven when such people are educated and mean well, 
often they do not und tratand economics or how markets work. Good intentions or 
recognition of a problem do not guarantee clear thinking. 

i know that you and o ;her members of your panel will listen attentively and 
compassionately to th * medical problems and horror stories so freguantly 
trotted out by such p aople , However, you ©we the American people clear, 
abjective and dispassionate thinking, and you must not be misguided by these 
who believe government has a role in setting prices. 
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The laws o£ economic* t im greater than the lew* of all government*, including 
cure. There ie not & i i:igl«- economy in the world where state administered 
pricing has worked, Ii variably such economies produce shortages and typically 
meet consumer demand through black markets rather than official channels. 

I am not a right wing t conomiet or even a laisaex fairs economist. I believe 
that the state has a roll* in administering the affairs of society, particularly 
in providing an environment where free markets and competition can flourish. 

However, I remind you Mi.it the Soviet Union did not fail for lack of scientific 
know-how or from a shortage of government committees. It failed because a 
state run economy with administered prices failed to allocate resources 
effectively to meet the needs of the people. It is hubris to think that NIH 
can administer prices i.ny better. 

he a scientist, 1 want you to keep in mind that the laws of economics are just 
as real as the laws of ;?nyeic*. You cannot violate the laws of economics any 
more than you can viols, ts the laws nature. You may create economic illusions 
just as one may create physical illusions. But illusions are not real or 
lasting. The notion o: "fair price" ie just one such illusion. 

Failure to adhere to mnr net principles will doom the NIH CRADA program. To a 
large degree, the dec 1 .ns in CRADA's since the "fair price" clause was 
introduced ie significant proof of this assertion. 

I urge you to create an environment where "competitive prices" determined by 
market forces are used '.a benefit the public. 

As a cancer patient whilst life may depend upon the success of the NIH and as an 
economist, I know that my best chances for survival rest on the effective 
allocation of research resources to health care problems. Misguided social or 
political thinking wil . not serve me well. 

Sincerely, 

Eujjehe P Schpnfeld, Ph.D. ' 

President and Chief Executive officer 
and kidney cancer patient 
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ALPHA 1 



BOMEDiCALS, 


Two Democracy Center 
6903 Rockledge Drive - Suite 1200 
Bethesda, Maryland 20817 
301/564-4400 * Fax 301/564-4424 


Ms. Elyssa Tran 

Office of Science Policy an !. Technology Transfer 
NIH 

Bidg. 1, Room 218 
9000 Rockville, MD 20892 


Vincent F, Simmon, Ph.D. 

President and 
Chief Executive Officer 


August 25, 1994 
Dear Ms. Tran, 

I am writing to express my concern about a "reasonable price clause" in CRADAs. I 
would also like the opportu my to express my opinion at the upcoming meeting on Sept. 
8 . 

Alpha 1 Biomedicals is one of hundreds of development stage biotechnology companies 
that rely on venture capital. ;ir public investment to develop new therapeutic products. 
Although there is technolof y of interest located very near to us at the NIH, we have 
avoided research contracts md CRADAs with the NIH because of the reasonable price 
clause. The potential for g< tvemment intervention in pricing is a negative that far 
outweighs any value that might be achieved by being a partner with a US government 
research group. Unlike est ablishftd pharmaceutical companies, we do not have a revenue 
and profit stream to providi * tie necessary financial resources to conduct research. 
Investors bet on us and ort i w peers in the hope that we will be able to bring one or more 
FDA regulated products to market. The additional risk of price controls has had a 
tremendous chilling effect ■ m the ability of small companies to raise money for clinical 
trials and research, 

Unfortunately, in the last ft w years, there have been more clinical disappointments in 
biotechnology than positivi : results. In truth, this is a mirror of the experience of 
profitable pharmaceutical companies; many potential drugs are tested, but few are ever 
approved. Finally, when a drug, is approved, competition is sure to follow. One of the 
earliest biotechnology drill s was alpha interferon which was initially approved for the 
treatment of hairy-cell leuk e„mia; there is now a better, non-biotechnology replacement, 
deoxycoformycin. Severn hundred million dollars was invested in alpha interferon 
(initially by biotech companies (Oenemech and Biogen among many) and by their 
licensees Schering-Plough and Roche) before interferon was approved for a very narrow 
indication. What would In ve been a reasonable price for alpha interferon if a) no other 
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indications were approved, ; nd b) the approval of deoxycoforraycin resulted in the loss of 
all interferon sales? 

The moral of the story is tlu i. you can only tell if a drug price is (was) reasonable 
retrospectively. In the meat time, investors risk their money, managers, scientists and 
clinicians devote and risk tb ;n'r careers in the hope that their company, their drug will 
prove successful and there v .ill be any return at all. 

The government and the pul die already enjoy a form of cost recovery from successful 
drug developments. Profits :»le companies pay corporate taxes. The government also 
receives royalties in some c. tans. And the public benefits from improved health care, 
possibly at an overall reduc- i on in health care costs. Epogen benefits patients on dialysis 
and is cost effective. So is « JM-CSF. .And so are many other drugs that have been 
approved or are waiting to t e approved. 

The risk of a "reasonable pr ce clause" is very high. Rather than accept the clause, 
companies such as ours woj i't work under a CRADA. Therefore, some government 
research will be wasted, iiw c.nted around, or ignored. The government won't receive 
royalties. The price of a dri g cannot be deemed reasonable just because it is sufficient to 
recover the research invest!: seat. That won't pay for all the past drug development 
failures in a company or tlu future research that is needed to bring new drugs to market. 

The "reasonable price" is b< si; determined by the market. The large development 
investments in a drug are m a tie by assessing the existing market first. Then assuming a 
successful product can be d weloped at some research cost and that the product can be 
shown to be safe mid effect ve, and that it can be manufactured and sold at a profit. This 
system will not work if at tl ie end of the day, the control of the price is determined based 
on some government comir i tree's idew of what a "reasonable price" should be. 

Many pharmaceutical and t iotechnology executives have reached the same conclusion 
that we have. If tliere is a " reasonable price clause" in the contract, then we are not 
interested. 


Sincerely yours. 



Vincent F. Simmon, Ph.D. 
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NIH "I ^flsonabk Pricing" Claass-Smey. 


I) Is your company currei.lly a jxarty to a Cooperative Research and Development Agreement 
(C.RADA) or license w th the National institutes of Health (NIH)? 


Yes No V if "yes" please provide details in a cover letter. 


2) The current NIH "rcasrnablc pricing* clause included in its CRADAs and licenses states: 

"PHS [Public H xuth Service] may require Licensee to submit documentation in 
confidence show ing a reasonable relationship between the pricing of a l icensed 
Product, the put lie investment in that product, and the health and safety needs of the 
public. This pai agraph shall not restrict the right of Licensee to price a Licensed 
Product or Licei red Process so as to obtain a reasonable profit for its sale or use. 
This Paragraph t loss not permit PHS to set or dictate prices for Licensed Products or 
Licensed Processes." 


a. Has your compa , \y entered into an agreement(s) with NIH which included) this clause 
or one similar tc it? 


Yes 


b. Would your company be willing, in the future, to enter into an agreement with NIH 
which included t ie "restsonable pricing * clause? 


Yes 


No 


c. If vour answer t( ..tiug&tioo 2bjwgs "No" , then might your company be interested in 
entering into agr wnenis with NIH if the agreement would not include this clause? 

Yes ^ No _ 

d. Are you, or won d you be, concerned that the "reasonable pricing" clause would, in 
effect, permit NI -l to sik & ceiling on the price you could charge for a product you 
develop based or licensed technology? 



c. 


Are you, or would you be, concerned that the "reasonable pricing" clause will limit 
your ability to raise capital which would fund the development of the technology you 
are licensing? 

v 

Yes No 


It agreements wit i university and foundation grantees of NIH (the extramural 
program) include I "reasonable pricing" clauses, would this undermine your 
willingness to ent jp-into such an agreement? 

Yes No 
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.1) Please circle all the dis ease areas your company is researching: 
Arth ritis C ancer Heart Disease 

A liheimer’s D 

VtS-infcctws-^-^ 1 Hacteria.1 infections ( ^Cystic F j 
Multiple Sclerosis Pjrklnson's Epilepsy 


Stroke 

Lupus 


Other 


4) We invite you to write a paragraph or two about your views on this issue for inclusion in the 
BIO report to accompany the survey results. The survey will be confidential, with results 
compiled in the aggregi ic; however, we would like to identify the names of companies which 
provide narrative staten cuts. 


PLEASE FAX SURVEY lo OrcE Riddle il (202) 857-0237 by 5:00 PM Friday. 
September 2. 1994. Thank jou. 
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Crimp on Research 

Control Price of Drugs, And Lives May Be Lost 


A s the father of an 8-vear-old fighting a 
deadly neuromuscular disease. ] follow 
the health reform debate with more 
than a little interest. There is, of course, 
much that needs reforming, but there are 
dangerous ideas creeping through Congress 
that should be stopped dead in their tracks. 
One of the worst f know of is drug price 
controls. 

If the prices of drugs are set by Washing- 
ton, investment in pharmaceutical and bio- 
tech companies will dry up, research will 
slow down, and lives will 
be lost. It’s that simple. 

And it’s that bad. 

Sometime after my son 
Andrew was diagnosed 
with spinal muscular atro- 
phy or SMA, I formed a 
little non-profit group 
called Andrew's Buddies 
to raise money in Rich- 
mond for SMA research, incirpu 
In a remarkable outpour- v 1311 n 
ing of support, the people SLAY 
of Richmond contributed "" 
over $200,000. which has been used to speed 
up the search for the gene that causes SMA. 
Their generosity has allowed the search for 
the rogue gene to move 20 times taster, and 
we are now closing in on its discovery. 

BUT IT WILL TAKE more than bake sales 
to cure this disease, and others. The average 
cost for bringing a new drug to market is 
$300 million. It is a long and complex proc- 
ess, as well it should be, for a new drug to be 
reckoned effective and safe. And developing 
these new treatments requires major finan- 
cial commitments from investors who can 
tolerate risk and who can tolerate waiting 
years before they see a return on their 
investment. Increase the risk or lessen the 
reward at the end of a long drug development 
pipeline, and investors will drift away. 

The Clinton administration and several 
key committees in Congress are advocating 
price control provisions that would slow 
pharmaceutical research and development. 
One provision would give the Secretary of 
Health and Human Services the power to 
"blacklist” new drugs and deny Medicare 
coverage if HHS deems them too expensive. 

Another proposal — something called the 
Prescription Drug Payment Review Commis- 


sion — could determine the reasonableness 
of drug prices and make recommendations to 
Congress regarding payments for prescrip- 
tion drugs. 


66 Frankly, as a parent, 1 
believe we should be doing 
everything possible to make 
sure pharmaceutical and 
biotech companies are 
thriving. 99 


In other words, the ability of a company to 
see a return on its investment would be left 
up to the whim of a bureaucrat in Washington 
who is miles away from the realities of capital 
markets, miles away from research labs, and 
miles away from little children who are 
waiting for drugs that won't be coming. 

Drug prices aren't the problem. Prescrip- 
tion drugs account for only 7 percent of the 
nation's health care bill, and their pnces have 
been coming down. The rate of price increase 
for prescription drugs has been below the 
cost-of-living index for the past two years. 
And drugs can head off expensive surgery. 
They are the most cost-effective way to treat 
illness. 

Frankly, as a parent. I believe we should be 
doing everything possible to make sure phar- 
maceutical and biotech companies are thriv- 
ing. We should be dismantling bureaucratic 
obstacles lo investment and growth, not 
erecting new ones. 

And. we should be alert to any "reforms” 
that sound good on the surface but actually 
hamstring the pharmaceutical industry. One 
I’ve learned of recently is "unitary pricing,” 
which could, in effect, eliminate discounts to 
purchasers of drugs. Unitary pricing will 
undermine the ability of the marketplace to 
control costs and will raise prices for those 
consumers who are using competition to 
negotiate lower prices. 




Andrew Slay 


THE INDUSTRY IS already on the right 
track. Since 1940. drugs have saved an 
estimated 1.6 million lives in just four disease 
areas alone — tuberculosis, polio, coronary 
heart disease, and cerebrovascular disease. 
In the process, there were savings of $141 
billion in avoided health care costs. In the 
1980s, pharmaceutical companies doubled 
their research budgets to $10 billion a year. 
And in the 1990s. they are incredibly close to 
new breakthroughs, even in the deadliest 
childhood diseases, like SMA that cripples 
thousands of children and kills more new- 
borns than any other inherited disease. 

This summer, our country marked the 
25th anniversary of the Apollo landing. That 
was an inspiring accomplishment, but phar- 
maceutical research is the moonshot of the 
1990s. If we strengthen — and not weaken 
— the researchers and corporations who 
create biotech miracles, we will accomplish 
something even more magnificent than the 
moon landing. We wilt look upon a child who 
had never been able to walk before and say, 
"One small step for a child . . . one giant leap 
for mankind.” 


a Richmond native Joe Slav is president of 
Martin Public Relations. 
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Con sumer Federation of America 


September 7, 1994 


Secretary Donna Shalala 

Department of Health and Human Services 

200 Independence Avenue, S.W. 

Washington, DC 20201 

Dear Secretary Shalala: 

Consumer Federation of America writes to express our support for a reasonable 
pricing clause in contracts which transfer rights in federally funded pharmaceutical 
research to the private sector. We believe a reasonable pricing clause is an important 
mechanism to protect the public from paying twice for inventions, first as taxpayers, and 
then as consumers. 

At present some form of the National Institutes of Health (NTH) model reasonable 
pricing clause is used in some agency Cooperative Research and Development 
Agreements (CRADAs) and patent licenses, with modifications in the model clause 
negotiated between NIH and CRADA partner or license holder. This agreement was 
created by NIH after a public outrage over the pricing of AZT, a drug which benefited 
significantly from public investment. 

The model NIH reasonable pricing agreement states: 

NIH have a concern that there be a reasonable relationship between the pricing of 
a licensed product, the public investment in that product, and the health and 
safety needs of the public. Accordingly, exclusive commercialization licenses 
granted for NIH intellectual property rights may require that this relationship be 
supported by reasonable evidence. 

Apparently, it is common for NIH to significantly weaken the model language. 

For example, in the January 13, 1988 NIH license with Bristol-Myers for the development 
of ddl, NIH specifically deleted the phrase "the public investment in that product," from 
the reasonable pricing clause. Likewise, in the January 1991 National Cancer Institute's 
(NCI)/Bristol-Myers Squibb taxol CRADA, the reasonable pricing clause was modified to 
eliminate the phrase that required Bristol-Myers to provide NCI with evidence that its 
price was reasonable. Thus, it is clear that NIH has used the model reasonable pricing 

1424 16th Street. N.W.. Suite 604 • Washington. D.C. 20036 • (202) 307-6121 
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clause as a starting point for negotiations. 

As you may know. NTH has been criticized for the way it administers the fair 
pricing clause. In the cases of ddl and Taxol, NTH allowed Bristol-Myers Squibb to price 
these products based upon some measure of median prices for similar therapies, without 
regard to the public's investment in the drugs, 1 and in neither case did the government 
obtain the types of information that were necessary to make better decisions. Former 
NIH Director Dr. Bemadine Healy described the agency's experience with the reasonable 
pricing clause at a February 24 , 19 94 hearing as follows: 

The difficulty with the reasonable pricing clause is it was a spiritual statement. It 
was a statement of trust, of understanding that we thought that the companies 
should recognize the public investment, but in fact, if you look at the contractual 
agreement, there are no teeth. 

We had hoped that under this new Administration the government would leam 
from past mistakes and improve and strengthen the wording and administration of the 
reasonable pricing clause, so that the public enjoys more of the benefits from taxpayer 
funded research and development of new drugs. Instead, we now understand that NIH 
is considering an elimination of the reasonable pricing clause altogether. The arguments 
used by the industry for the elimination of the reasonably pricing clause appear to be 
twofold. First, in the limited number of cases where the reasonable pricing clause has 
been used (ddl and Taxol), it has done little to limit the prices of the drugs, and 
secondly, the existence of the reasonable pricing clause has a negative impact on 
investment in new drug R&D. 

With respect to the first issue, the failures of NIH in its administration of the 
reasonable pricing clause can and should be corrected. The fact that NCI did a poor job 
evaluating the Taxol price (roughly twenty times production costs) should not be used to 
eliminate the reasonable pricing clause, but to develop a sounder methodology for 
determining a reasonable price, that takes into account the government's role in the 
development of the drug. 

With respect to the second issue, it is clear that drug development is a very 
heterogeneous process, and it may, in some circumstances, be appropnate to modify a 
reasonable pricing clause for some CRADAs or license agreements, as NIH has done in 
the past. However, we believe NIH should develop a meaningful reasonable pricing 
clause and pricing methodology, which would be presumed to be adequate, and only 
allow modifications of the model reasonable pricing clause after public notice, and an 
agency finding that the modification was in the public interest. This provides a 
framework for balancing the public interest in reasonable pricing and new drug 
development in those cases where there is evidence that modifications of the agreement 


'In the case of Taxol, there was also a controversy concerning the selection of the 
"benchmark" drugs which were used. 
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are needed to attract investment. 


Clearly the government has more power to obtain lower consumer prices when 
the government's role in the development of the drug is extensive, and when the 
government controls important intellectual property rights, and has less power when the 
government's role is minor, or when it does not control intellectual property rights. NIH 
already has the authority to consider these factors when negotiating a reasonable pricing 
clause. 


In those cases where the government has played an extensive role in the 
development of a drug and it controls the intellectual property rights, there is a very 
strong presumption that the agency should seek a low consumer price for the drug. For 
example, if the government has funded drug development through Phase III trials, and 
holds the patent for a drug, it should investigate licensing mechanisms which allow 
competitive bidding based upon a low consumer price, or a similar mechanism that 
would benefit consumers. 

Finally, it is important to recall that most of the NIH funding for new drug 
development is channeled through Universities and other research institutions which 
obtain intellectual property rights under the Bayh-Dole Act. The Bayh-Dole Act has 
always provided for compulsory licensing under government "march-in" rights if drug 
companies do not make the technology available to public on reasonable terms. If NIH 
totally eliminates the reasonable pricing clause it will lower the public interest 
accountability for drugs developed directly by the government below that which now 
exists for research funded at the university level. 

Thank you for considering these comments. 


Sincerely, 



Legislative Counsel 
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STATEMENT OF 3ELI.EN STOVALL, EXECUTIVE DIRECTOR 
THE NATIONAL CO^JLITION FOR CANCER SURVIVORSHIP 
BEF 3'RE THE NIH CRADA FORUM II 
SEPTEMBER 8, 1994 

Good afternoon. My rarne is Ellen Stovall. I am here today in my role as Executive 
Director of the National Coali Jen for Cancer Survivorship and as a 22 year survivor of two 
bouts with cancer. The Natio. ;&[ Coalition for Cancer Survivorship is the largest nonprofit 
cancer group whose members! ip is comprised of thousands of individuals, community cancer 
organizations and most of this country’s lending cancer treatment institutions. NCCS has 
spawned many grassroots cam ei groups throughout the country and was one of several 
organizations that founded the National Breast Cancer Coalition in 1991; however, NCOS’s 
central mission always has bet « to advocate on behalf of people with aH types of cancer. 
While we are pleased, to count among our members hundreds of physicians, nurses and social 
workers, our most important c onstituency are the 8 million people living in this country 
today, including myself, who save received a diagnosis of cancer; and it is on their behalf 
that I offer this statement. 

Like people with AIDS and other chronic and life-threatening illnesses, people living 
with a diagnosis of cancer fra uently must face, the devastating fact that there is no known 
cure for their disease. Until r lore is known about the prevention and control of cancer, our 
greatest hope lies in the disem eiy and development of new anticancer agents. The National 
Coalition for Cancer Survivor hip strongly endorses any initiative— public, private or 
collaborative— that will increase the prospects for cancer survival 

NCCS feels very strongly feat restrictive pricing enforcement would discourage 
collaboration between the gov< inimenf and private sector. We do not support the use of the 
pricing clause in Cooperative Research and Development Agreements (CRADAs), because 
we cannot support any mechar ism that would create disincentives to the private or public 
development of new agents di: covered through federally-funded research. As it is, there are 
few industrial sponsors seeking to participate in public/private cooperative initiatives; thus we 
believe the dollars involved would not be significant enough to run the risk of discouraging 
any qualified partner in such envelopment efforts. Furthermore, we feel that if NIH plays a 
larger role in the "downstrearr 1 marketing and distribution of new products, the likely result 
will be the decrease in new product development. This is an unacceptable trade-off for 
people with cancer whose live i dire dependent on more effective and less debilitating 
therapies. 
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NCCS has been very it solved in working with other cancer organizations to increase 
funding for cancer research, and through tiiat process we have become painfully aware of the 
lack of adequate NIH funding \o cariy forth the promising basic research that will result in 
new treatments for cancer. Vvu- are very concerned that to burden the Institutes with 
laborious and detailed pricing evaluations and negotiations would result in taking away 
valuable time and resources fr what should be its main emphasis— the rapid development 
of new products that will add neascrable quality to the lives of people dealing with this 
devastating disease that will st ::.l:e one in three Americans and kill one in four. If NIH plays 
anv role regarding CPADA a* reements, it should be one of creating a positive environment 
that offers incentives and not < liscouiagement to the private sector. As a result, people with 
cancer and other life threatening disuses v/ill l>e able to realize the benefits of new product 
development so vital to their ultimate survival. 
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PUBLIC LAW mi-1 SO— -OCT. 21, 1980 


SM STAT 


Public Law 96-480 
96th Congress 

An Act 

To promole United States technological innovation for the achievement of national 
economic, environmental, and social goals, and for other purposes. 

Be it enacted by the Senate and House of Representatives of the 
United States of America in Congress assembled, That this Act may be 
cited as the "Stevenson-Wydler Technology Innovation Act of 1980". 

SEC. 2 . FINDINGS. 

The Congress finds and declares that: 

(1) Technology and industrial innovation are central to the 
economic, environmental, and social well-being of citizens of the 
United States. 

(2) Technology and industrial innovation offer an improved 
standard of living, increased public and private sector productiv- 
ity, creation of new industries and employment opportunities, 
improved public services and enhanced competitiveness of 
United States products in world markets. 

(3) Many new discoveries and advances in science occur in 
universities and Federal laboratories, while the application of 
this new knowledge to commercial and useful public purposes 
depends largely upon actions by business and labor. Cooperation 
among academia, Federal laboratories, labor, and industry, in 
such forms as technology transfer, personnel exchange, joint 
research projects, and others, should be renewed, expanded, and 
strengthened. 

(4) Small businesses have performed an important role in 
advancing industrial and technological innovation. 

(5) Industrial and technological innovation in the United 
States may be lagging when compared to historical patterns and 
other industrialized nations. 

(6) Increased industrial and technological innovation would 
reduce trade deficits, stabilize the dollar, increase productivity 
gains, increase employment, and stabilize prices. 

(7) Government antitrust, economic, trade, patent, procure- 
ment, regulatory, research and development, and tax policies 
have significant impacts upon industrial innovation and develop- 
ment of technology, but there is insufficient knowledge of their 
effects in particular sectors of the economy. 

(8) No comprehensive national policy exists to enhance techno- 
logical innovation for commercial and public purposes. There is a 
need for such a policy, including a strong national policy support- 
ing domestic technology transfer and utilization of the science 
and technology resources of the Federal Government. 

(9) It is in the national interest to promote the adaptation of 
technological innovations to State and local government uses. 
Technological innovations can improve services, reduce their 
costs, and increase productivity in State and local governments. 

(10) The Federal laboratories and other performers of federally 
funded research and development frequently provide scientific 


7»-m 0-80 (313) 
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and technological developments of potential use to State and 
local governments and private industry. These developments 
should be made accessible to those governments and industry. 
There is a need to provide means of access and to give adequate 
personnel and funding support to these means. 

(11) The Nation should give fuller recognition to individuals 
and companies which have made outstanding contributions to 
the promotion of technology or technological manpower for the 
improvement of the economic, environmental, or social well- 
being of the United States. 

SEC. 3. PURPOSE. 

It is the purpose of this Act to improve the economic, environmen- 
tal, and social well-being of the United States by— 

(1) establishing organizations in the executive branch to study 
and stimulate technology; 

(2) promoting technology development through the establish- 
ment of centers for industrial technology; 

(3) stimulating improved utilization of federally funded tech- 
nology developments by State and local governments and the 
private sector; 

(4) providing encouragement for the development of technol- 
ogy through the recognition of individuals and companies which 
have made outstanding contributions in technology; and 

(5) encouraging the exchange of scientific and technical person- 
nel among academia, industry, and Federal laboratories. 

SEC. 4. DEFINITIONS. 

As used in this Act, unless the context otherwise requires, the 
term— 

(1) "Office" means the Office of Industrial Technology estab- 
lished under section 5 of this Act. 

(2) “Secretary” means the Secretary of Commerce. 

(3) "Director" means the Director of the Office of Industrial 
Technology, appointed pursuant to section 5 of this Act. 

(4) “Centers” means the Centers for Industrial Technology 
established under section 6 or section 8 of this Act. 

(5) "Nonprofit institution” means an organization owned and 
operated exclusively for scientific or educational purposes, no 
part of the net earnings of which inures to the benefit of any 
private shareholder or individual. 

(6) “Board” means the National Industrial Technology Board 
established pursuant to section 10. 

(7) "Federal laboratory” means any laboratory, any federally 
funded research and development center, or any center estab- 
lished under section 6 or section 8 of this Act that is owned and 
funded by the Federal Government, whether operated by the 
Government or by a contractor. 

(8) “Supporting agency” means either the Department of 
Commerce or the National Science Foundation, as appropriate. 

SEC. 5. COMMERCE AND TECHNOLOGICAL INNOVATION. 

(a) In General. — The Secretary shall establish and maintain an 
Office of Industrial Technology in accordance with the provisions, 
findings, and purposes of this Act. 

(b) Director.— The President shall appoint, by and with the advice 
and consent of the Senate, a Director of the Office, who shall be 
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94 ST AT 


compensated at the rate provided for level V of the Executive 
Schedule in section 5316 of title 5, United States Code. 

(c> Duties.— The Secretary, through the Director, on a continuing 
basis, shall— 

(1) determine the relationships of technological developments 
and international technology transfers to the output, employ- 
ment, productivity, and world trade performance of United 
States and foreign industrial sectors; 

(2) determine the influence of economic, labor and other 
conditions, industrial structure and management, and govern- 
ment policies on technological developments in particular indus- 
trial sectors worldwide; 

(3) identify technological needs, problems, and opportunities 
within and across industrial sectors that, if addressed, could 
make a significant contribution to the economy of the United 
States; 

(4) assess whether the capital, technical and other resources 
being allocated to domestic industrial sectors which are likely to 
generate new technologies are adequate to meet private and 
social demands for goods and services and to promote productiv- 
ity and economic growth; 

(5) propose and support studies and policy experiments, in 
cooperation with other Federal agencies, to determine the effec- 
tiveness of measures with the potential of advancing United 
States technological innovation; 

(6) provide that cooperative efforts to stimulate industrial 
innovation be undertaken between the Director and other offi- 
cials in the Department of Commerce responsible for such areas 
as trade and economic assistance; 

(7) consider government measures with the potential of 
advancing United States technological innovation and exploiting 
innovations of foreign origin; and 

(8) publish the results of studies and policy experiments, 
(d) Report.— The Secretary shall prepare and submit to the Presi- 
dent and Congress, within 3 years after the date of enactment of this 
Act, a report on the progress, findings, and conclusions of activities 
conducted pursuant to sections 5, 6, 8, 11, 12, and 13 of this Act and 
recommendations for possible modifications thereof. 


Report to 
President and 
Congress. 


SEC. 6. CENTERS FOR INDUSTRIAL TECHNOLOG Y. 


15 USC 3705. 


(a) Establishment. — The Secretary shall provide assistance for the 
establishment of Centers for Industrial Technology. Such Centers 
shall be affiliated with any university, or other nonprofit institution, 
or group thereof, that applies for and is awarded a grant or enters 
into a cooperative agreement under this section. The objective of the 
Centers is to enhance technological innovation through — 

(1) the participation of individuals from industry and universi- 
ties in cooperative technological innovation activities; 

(2) the development of the generic research base, important for 
technological advance and innovative activity, in which indi- 
vidual firms have little incentive to invest, but which may have 
significant economic or strategic importance, such as manufac- 
turing technology; 

(3) the education and training of individuals in the technologi- 
cal innovation process; 

(4) the improvement of mechanisms for the dissemination of 
scientific, engineering, and technical information among univer- 
sities and industry; 
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(5) the utilization of the capability and expertise, where appro- 
priate, that exists in Federal laboratories; and 

(6) the development of continuing financial support from other 
mission agencies, from State and local government, and from 
industry and universities through, among other means, fees, 
licenses, and royalties. 

(b) Activities. —The activities of the Centers shall include, but 
need not be limited to- 
il) research supportive of technological and industrial innova- 
tion including cooperative industry-university basic and applied 
research; 

(2) assistance to individuals and small businesses in the genera- 
tion, evaluation and development of technological ideas support- 
ive of industrial innovation and new business ventures; 

(3) technical assistance and advisory services to industry, 
particularly small businesses; and 

(4) curriculum development, training, and instruction in inven- 
tion, entrepreneurship, and industrial innovation. 

Each Center need not undertake all of the activities under this 
subsection. 

(c) Requirements— Prior to establishing a Center, the Secretary 
shall find that — 

(1) consideration has been given to the potential contribution 
of the activities proposed under the Center to productivity, 
employment, and economic competitiveness of the United States; 

(2) a high likelihood exists of continuing participation, advice, 
financial support, and other contributions from the private 
sector; 

(3) the host university or other nonprofit institution has a plan 
for the management and evaluation of the activities proposed 
within the particular Center, including: 

(A) the agreement between the parties as to the allocation 
of patent rights on a nonexclusive, partially exclusive, or 
exclusive license basis to and inventions conceived or made 
under the auspices of the Center; and 

(B) the consideration of means to place the Center, to the 
maximum extent feasible, on a self-sustaining basis; 

(4) suitable consideration has been given to the university’s or 
other nonprofit institution’s capabilities and geographical loca- 
tion; and 

(5) consideration has been given to any effects upon competi- 
tion of the activities proposed under the Center. 

(d) Planning Grants. ---The Secretary is authorized to make 
available nonrenewable planning grants to universities or nonprofit 
institutions for the purpose of developing a plan required under 
subsection (cX3). 

title (e) Research and Development Utilization.-— (!) To promote 
technological innovation and commercialization of research and 
development efforts, each Center has the option of acquiring title to 
any invention conceived or made under the auspices of the Center 
that was supported at least in part by Federal funds: Provided, 
That — 

(A) the Center reports the invention to the supporting agency 
together with a list of each country in which the Center elects to 
file a patent application on the invention; 

(B) said option shall be exercised at the time of disclosure of 
invention or within such time thereafter as may be provided in 
the grant or cooperative agreement; 
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(C) the Center intends to promote the commercialization of the 
invention and file a United States patent application; 

(D) royalties be used for compensation of the inventor or for 
educational or research activities of the Center; 

(Ei the Center make periodic reports to the supporting agency, 
and the supporting agency may treat information contained in 
such reports as privileged and confidential technical, commer- 
cial, and financial information and not subject to disclosures 
under the Freedom of Information Act; and 

{ F ) any Federal department or agency shall have the royalty- 
free right to practice, or have practiced on its behalf, the 
invention for governmental purposes. 

The supporting agency shall have the right to acquire title to any 
patent on an invention in any country in which the Center elects not 
to file a patent application or fails to file within a reasonable time. 

(2' Where a Center has retained title to an invention under Supporting 
paragraph (1) of this subsection the supporting agency shall have the ^censing 

right to require the Center or its licensee to grant a nonexclusive, np 
partially exclusive, or exclusive license to a responsible applicant or 
applicants, upon terms that are reasonable under the circumstances, 
if the supporting agency determines, after public notice and opportu- 
nity for hearing, that such action is necessary— 

(A) because the Center or licensee has not taken and is not 
expected to take timely and effective action to achieve practical 
application of the invention; 

(B) to meet health, safety, environmental, or national security 
needs which are not reasonably satisfied by the contractor or 
licensee; or 

(C> because the granting of exclusive rights in the invention 
has tended substantially to lessen competition or to result in 
undue market concentration in the United States in any line of 
commerce to which the technology relates. 

(31 Any individual, partnership, corporation, association, institu- U S Courts of 
tion, or other entity adversely affected by a supporting agency Claims - petition 
determination made under paragraph (2) of this subsection may, at 
any time within 60 days after the determination is issued, file a 
petition to the United States Court of Claims which shall have 
jurisdiction to determine that matter de novo and to affirm, reverse, 
or modify as appropriate, the determination of the supporting 
agency. 

(0 Additional Consideration.— The supporting agency may re- Antitrust laws, 
quest the Attorney General's opinion whether the proposed joint 
research activities of a Center would violate any of the antitrust laws. 

The Attorney General shall advise the supporting agency of his 
determination and the reasons for it within 120 days after receipt of 
such request. 

SEC. 7. GRANTS AND COOPERATIVE AGREEMENTS. 15 USC 3706. 

(a) In General.— The Secretary may make grants and enter into 
cooperative agreements according to the provisions of this section in 
order to assist any activity consistent with this Act, including 
activities performed by individuals. The total amount of any such 
grant or cooperative agreement may not exceed 75 percent of the 
total cost of the program. 

(b) Eligibility and Procedure.— Any person or institution may 
apply to the Secretary for a grant or cooperative agreement available 
under this section. Application shall be made in such form and 
manner, and with such content and other submissions, as the Direc- 
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tor shall prescribe. The Secretary shall act upon each such applica- 
tion within 90 days after the date on which all required information is 
received. 

(c) Terms and Conditions.— 

(1) Any grant made, or cooperative agreement entered into, 
under this section shall be subject to the limitations and provi- 
sions set forth in paragraph (2) of this subsection, and to such 
other terms, conditions, and requirements as the Secretary 
deems necessary or appropriate. 

(2) Any person who receives or utilizes any proceeds of any 
grant made or cooperative agreement entered into under this 
section shall keep such records as the Secretary shall by regula- 
tion prescribe as being necessary and appropriate to facilitate 
effective audit and evaluation, including records which fully 
disclose the amount and disposition by such recipient of such 
proceeds, the total cost of the program or project in connection 
with which such proceeds were used, and the amount, if any, of 
such costs which was provided through other sources. 

SEC. 8. NATIONAL SCIENCE FOUNDATION CENTERS FOR INDUSTRIAL 
TECHNOLOGY. 

(a) Establishment and Provisions.— The National Science Foun- 
dation shall provide assistance for the establishment of Centers for 
Industrial Technology. Such Centers shall be affiliated with a univer- 
sity, or other nonprofit institution, or a group thereof. The objective 
of the Centers is to enhance technological innovation as provided in 
section 6(a) through the conduct of activities as provided in section 
6(b). The provisions of sections 6(e) and 6(f) shall apply to Centers 
established under this section. 

(b) Planning Grants. — The National Science Foundation is 
authorized to make available nonrenewable planning grants to 
universities or nonprofit institutions for the purpose of developing 
the plan, as described under section 6(cX3). 

(c) Terms and Conditions.— Grants, contracts, and cooperative 
agreements entered into by the National Science Foundation in 
execution of the powers and duties of the National Science Founda- 
tion under this Act shall be governed by the National Science 
Foundation Act of 1950 and other pertinent Acts. 

SEC 9. ADMINISTRATIVE ARRANGEMENTS. 

(a) Coordination.— The Secretary and the National Science Foun- 
dation shall, on a continuing basis, obtain the advice and cooperation 
of departments and agencies whose missions contribute to or are 
affected by the programs established under this Act, including the 
development of an agenda for research and policy experimentation. 
These departments and agencies shall include but not be limited to 
the Departments of Defense, Energy, Education, Health and Human 
Services, Housing and Urban Development, the Environmental Pro- 
tection Agency, National Aeronautics and Space Administration, 
Small Business Administration, Council of Economic Advisers, Coun- 
cil on Environmental Quality, and Office of Science and Technology 
Policy. 

(b) Cooperation.— It is the sense of the Congress that departments 
and agencies, including the Federal laboratories, whose missions are 
affected by, or could contribute to, the programs established under 
this Act, should, within the limits of budgetary authorizations and 
appropriations, support or participate in activities or projects author- 
ized by this Act. 
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(c) Administrative Authorization.— 

(1) Departments and agencies described in subsection (b) are 
authorized to participate in, contribute to, and serve as resources 
for the Centers and for any other activities authorized under this 
Act. 

(2) The Secretary and the National Science Foundation are 
authorized to receive moneys and to receive other forms of 
assistance from other departments or agencies to support activi- 
ties of the Centers and any other activities authorized under this 
Act. 

(d) Cooperative Efforts. — The Secretary and the National Sci- 
ence Foundation shall, on a continuing basis, provide each other the 
opportunity to comment on any proposed program of activity under 
section 6, 8, or 13 of this Act before funds are committed to such 
program in order to mount complementary efforts and avoid 
duplication. 

SEC. 10. NATIONAL INDUSTRIAL TECHNOLOGY BOARD. LI CSC 3709 

(a) Establishment.—' There shall be established a committee to be 
known as the National Industrial Technology Board. 

(b) Duties.— The Board shall take such steps as may be necessary to 
review annually the activities of the Office and advise the Secretary 
and the Director with respect to- 
il) the formulation and conduct of activities under section 5 of 

this title; 

(2) the designation and operation of Centers and their pro- 
grams under section 6 of this Act including assistance in estab- 
lishing priorities; 

(3) the preparation of the report required under section 5(d); 
and 

(4) such other matters as the Secretary or Director refers to the 
Board, including the establishment of Centers under section 8 of 
this Act, for review and advice. 

The Director shall make available to the Board such information, 
personnel, and administrative services and assistance as it may 
reasonably require to carry out its duties. The National Science 
Foundation shall make available to the Board such information and 
assistance as it may reasonably require to carry out its duties. 

(c) Membership, Terms, and Powers.— 

(1) The Board shall consist of 15 voting members who shall be 
appointed by the Secretary. The Director shall serve as a nonvot- 
ing member of the Board. The members of the Board shall be 
individuals who, by reason of knowledge, experience, or training 
are especially qualified in one or more of the disciplines and 
fields dealing with technology, labor, and industrial innovation 
or who are affected by technological innovation. The majority of 
the members of the Board shall be individuals from industry and 
business. 

(2) The term of office of a voting member of the Board shall be 3 
years, except that of the original appointees, five shall be 
appointed for a term of 1 year, five shall be appointed for a term 
of 2 years, and five shall be appointed for a term of 3 years. 

(3) Any individual appointed to fill a vacancy occurring before 
the expiration of the term for which his or her predecessor was 
appointed shall be appointed only for the remainder of such 
term. No individual may be appointed as a voting member after 
serving more than two full terms as such a member. 
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(4) The Board shall select a voting member to serve as the 
Chairperson and another voting member to serve as the Vice 
Chairperson. The Vice Chairperson shall perform the functions 
of the Chairperson in the absence or incapacity of the 
Chairperson. 

(5) Voting members of the Board may receive compensation at 
a daily rate for GS-18 of the General Schedule under section 5332 
of title 5, United States Code, when actually engaged in the 
performance of duties for such Board, and may be reimbursed for 
actual and reasonable expenses incurred in the performance of 
such duties. 

SEC. ! 1 . UTILIZATION OF FEDERAL TECHNOLOGY. 

(a) Policy. — It is the continuing responsibility of the Federal 
Government to ensure the full use of the results of the Nation's 
Federal investment in research and development. To this end the 
Federal Government shall strive where appropriate to transfer 
federally owned or originated technology to State and local govern- 
ments and to the private sector. 

fb) Establishment of Research and Technology Applications 
Offices. —Each Federal laboratop' shall establish an Office of Re- 
search and Technology Applications. Laboratories having existing 
organizational structures which perform the functions of this section 
may elect to combine the Office of Research and Technology Applica- 
tions within the existing organization. The staffing and funding 
levels for these ofTices shall be determined between each Federal 
laboratory and the Federal agency operating or directing the labora- 
tory, except that (1) each laboratory having a total annual budget 
exceeding $20,000,000 shall provide at least one professional individ- 
ual full-time as staff for its Office of Research and Technology 
Applications, and (2) after September 30, 1981, each Federal agency 
which operates or directs one or more Federal laboratories shall 
make available not less than 0.5 percent of the agency's research and 
development budget to support the technology transfer function at 
the agency and at its laboratories, including support of the Offices of 
Research and Technology Applications. The agency head may waive 
the requirements set forth in (1) and/or (2) of this subsection. If the 
agency head waives either requirement (1) or (2), the agency head 
shall submit to Congress at the time the President submits the budget 
to Congress an explanation of the reasons for the waiver and 
alternate plans for conducting the technology transfer function at the 
agency, 

<c) Functions of Research and Technology Appucations 
Offices. — ft shall be the function of each Office of Research and 
Technology Applications — 

(1) to prepare an application assessment of each research and 
development project in which that laboratory is engaged which 
has potential for successful application in State or local govern- 
ment or in private industry; 

(2) to provide and disseminate information on federally owned 
or originated products, processes, and services having potential 
application to State and local governments and to private 
industry; 

(3) to cooperate with and assist the Center for the Utilization of 
Federal Technology and other organizations which link the 
research and development resources of that laboratory and , the 
Federal Government as a whole to potential users in State and 
local government and private industry; and 
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(4) to provide technical assistance in response to requests from 
State and local government officials. 

Agencies which have established organizational structures outside 
their Federal laboratories which have as their principal purpose the 
transfer of federally owned or originated technology to State and 
local government and to the private sector may elect to perform the 
functions of this subsection in such organizational structures. No 
Office of Research and Technology Applications or other organiza- 
tional structures performing the functions of this subsection shall 
substantially compete with similar services available in the private 
sector. 

(d) Center for the Utilization of Federal Technology. — There Establishment 
is hereby established in the Department of Commerce a Center for 

the Utilization of Federal Technology. The Center for the Utilization 
of Federal Technology shall — 

( 1 > serve as a central clearinghouse for the collection, dissemi- 
nation and transfer of information on federally owned or origi- 
nated technologies having potential application to State and 
local governments and to private industry; 

12) coordinate .the activities of the Offices of Research and 
Technology Applications of the Federal laboratories; 

(3) utilize the expertise and services of the National Science 
Foundation and the existing Federal Laboratory Consortium for 
Technology Transfer; particularly in dealing with State and local 
governments; 

(4) receive requests for technical assistance from State and 
local governments and refer these requests to the appropriate 
Federal laboratories; 

(5) provide funding, at the discretion of the Secretary, for 
Federal laboratories to provide the assistance specified in subsec- 
tion (cX4); and 

(6) use appropriate technology transfer mechanisms such as 
personnel exchanges and computer-based systems. 

(e) Agency Reporting. — Each Federal agency which operates or 
directs one or more Federal laboratories shall prepare biennially a 
report summarizing the activities performed by that agency and its 
Federal laboratories pursuant to the provisions of this section. The 
report shall be transmitted to the Center for the Utilization of 
Federal Technology by November 1 of each year in which it is due. 

SEC. 12. NATIONAL TECHNOLOGY MEDAL. 15 USC 3711. 

(a) Establishment. -—There is hereby established a National Tech- 
nology Medal, which shall be of such design and materials and bear 
such inscriptions as the President, on the basis of recommendations 
submitted by the Office of Science and Technology Policy, may 
prescribe. 

(b) Award. — The President shall periodically award the medal, on 
the basis of recommendations received from the Secretary or on the 
basis of such other information and evidence as he deems appropri- 
ate, to individuals or companies, which in his judgment are deserving 
of special recognition by reason of their outstanding contributions to 
the promotion of technology or technological manpower for the 
improvement of the economic, environmental, or social well-being of 
the United States. 

(c) Presentation.— The presentation of the award shall be made by 
the President with such ceremonies as he may deem proper. 
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l.‘» l'S(’ :!7 1 3 SEC. 13. personnel exchanges. 

The Secretary and the National Science Foundation, jointly, shall 
establish a program to foster the exchange of scientific and technical 
personnel among academia, industry, and Federal laboratories. Such 
program shall include both (1) federally supported exchanges and (2) 
efforts to stimulate exchanges without Federal funding. 

1.7 use :i7i:i SEC. 14. authorization OF APPROPRIATION'S. 

(a) There is authorized to be appropriated to the Secretary for 
purposes of carrying out section 6, not to exceed $19,000,000 for the 
fiscal year ending September 30, 1981, $40,000,000 for the fiscal year 
ending September 30, 1982, $50,000,000 for the fiscal year ending 
September 30, 1983, and $60,000,000 for each of the fiscal years 
ending September 30, 1984, and 1985. 

(b) In addition to authorizations of appropriations under subsection 
(a), there is authorized to be appropriated to the Secretary for 
purposes of carrying out the provisions of this Act, not to exceed 
$5,000,000 for the fiscal year ending September 30, 1981, $9,000,000 
for the fiscal year ending September 30, 1982, and $14,000,000 for 
each of the fiscal years ending September 30, 1983, 1984, and 1985. 

(c) Such sums as may be appropriated under subsections (a) and (b) 
shall remain available until expended. 

(d) To enable the National Science Foundation to carry out its 
powers and duties under this Act only such sums may be appropri- 
ated as the Congress may authorize by law. 

!. r > USC 3714, SEC. 15. SPENDING AUTHORITY. 

No payments shall be made or contracts shall be entered into 
pursuant to this Act except to such extent or in such amounts as are 
provided in advance in appropriation Acts. 

Approved October 21, 1980. 
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Public Law 99-502 
99th Congress 

An Act 

To amend the Stevenson-Wydler Technology Innovation Act of 1980' to promote 
technology transfer by authorizing Government-operatedjatoratories to enter into 
cooperative research agreements and by establishing a Farierd] Laboratory Consor- 
tium for Technology Transfer within the National Bureau of Standards, and for 
other purposes. 

Be it enacted by the Senate and House of Represents fyes of the 
United States of America in Congress assembled, 

SECTION I. SHORT TITLE. 

This Act may be cited as the “Federal Technology Transfer Act of 
1986“. 

SEC. 2. COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS. 

The Stevenson-Wydler Technology Innovation Act of 1980 is 
amended by redesignating sections 12 through 15 as sections 16 
through 19, and by inserting immediately after section 11 the 
following: 

“SEC. |i. COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS. 

“(a) General Authority.— Each Federal agency may permit the 
director of any of its Government-operated Federal laboratories — 
“(1) to enter into cooperative research and development 
agreements on behalf of such agency (subject to subsection (c) of 
this section) with other Federal agencies; units of State or local 
government; industrial organizations (including corporations, 
partnerships, and limited partnerships, and industrial develop- 
ment, organizations); public and private foundations; nonprofit 
organizations (including universities); or other persons (includ- 
ing licensees of inventions owned by the Federal agency); and 
“(2) to negotiate licensing agreements under section 207 of 
title 35, United States Code, or under other authorities for 
Government-owned inventions made at the laboratory and 
other inventions of Federal employees that may be voluntarily 
assigned to the Government. 

"(b) Enumerated Authority.— Under agreements entered into 
pursuant to subsection (aXD, a Government-operated Federal lab- 
oratory may (subject to subsection (c) of this section)— 

“(1) accept, retain, and use funds, personnel, services, and 
property from collaborating parties and provide personnel, serv- 
ices, and property to collaborating parties; 

“(2) grant or agree to grant in advance, to a collaborating 
party, patent licenses or assignments, or options thereto, in 
any invention made in whole or in part by a Federal em- 
ployee' under the agreement, retaining a nonexclusive, 
nontransfcrrable. irrevocable, paid-up license to practice the 
invention or have the invention practiced throughout the world 
by or on behalf of the Government and such other rights as the 
Federal laboratory deems appropriate; and 
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“(0) waive, subject to reservation by the Government of a 
nonexclusive, irrevocable, paid-up license to practice the inven- 
tion or have the invention practiced throughout the world by or 
on behalf of the Government, in advance, in whole or in part, 
any right of ownership which the Federal Government may 
have to any subject invention made under the agreement by a 
collaborating party or employee of a collaborating party; and 
"(4) to the extent consistent with any applicable agency 
requirements and standards of conduct, permit employees or 
former employees of the laboratory to participate in efforts to 
commercialize inventions they made while in the service of the 
United States. 

"(c) Contract Considerations. — ( 1 > A Federal agency may issue 
regulations on suitable procedures for implementing the provisions 
of this section; however, implementation of this section shall not be 
delayed until issuance of such regulations. 

“(2) The agency in permitting a Federal laboratory to enter into 
agreements under this section shall be guided by the purposes of 
this Act. 

"(3X A ) Any agency using the authority given it under subsection 
(a) shall review employee standards of conduct for resolving poten- 
tial conflicts of interest to make sure they adequately establish 
guidelines for situations likely to arise through th® use of this 
authority, including but not limited to cases where present or 
former employees or their partners negotiate licenses or assign- 
ments of titles to inventions or negotiate cooperative research and 
development agreements with Federal agencies (including the 
agency with which the employee involved is or was formerly 
employed). 

“(B) If, in implementing subparagraph (A), an agency is unable to 
resolve potential conflicts of interest within its current statutory 
framework, it shall propose necessary statutory changes to be for- 
warded to its authorizing committees in Congress. 

"(4) The laboratory director in deciding what cooperative research 
and development agreements to enter into shall — 

“(A) give special consideration to small business firms, and 
consortia involving small business firms; and 
“(B) give preference to business units located in the United 
States which agree that products embodying inventions made 
under the cooperative research and development agreement or 
produced through the use of such inventions will be manufac- 
tured substantially in the United States and, in the case of any 
industrial organization or other person subject to the control of 
a foreign company or government, as appropriate, take into 
consideration whether or not such foreign government permits 
United States agencies, organizations, or other persons to enter 
into cooperative research and development agreements and 
licensing agreements. 

“(5XA) If the head of the agency or his designee desires an 
opportunity to disapprove or require the modification of any such 
agreement, the agreement shall provide a 30-day period within 
which such action must be taken beginning on the date the agree- 
ment is presented to him or her by the head of the laboratory 
concerned. 

“(B) In any case in which the head of an agency or his designee 
disapproves or requires the modification of an agreement presented 
under this section, the head of the agency or such designee shall 
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transmit a written explanation of such disapproval or modification 
to the head of the laboratory concerned. 

“(6) Each agency shall maintain a record of all agreements en- Records, 
tered into under this section. 

“(d) Definition.— As used in this section— 

“(1) the term 'cooperative research and development agree- 
ment' means any agreement between one or more Federal 
laboratories and one or more non-Federal parties under which 
the Government, through its laboratories, provides personnel, 
services, facilities, equipment, or other resources with or with- 
out reimbursement (but not funds to non-Federal parties) and 
the non-Federal parties provide funds, personnel, services, 
facilities, equipment, or other resources toward the conduct of 
specified research or development efforts which are consistent 
with the missions of the laboratory; except that such term does 
not include a procurement contract or cooperative agreement as 
those terms are used in sections 6303, 6304, and 6305 of title 31, 

United States Code; and 

"(2) the term ‘laboratory’ means a facility or group of facili- 
ties owned, leased, or otherwise used by a Federal agency, a 
substantial purpose of which is the performance of research, 
development, or engineering by employees of the Federal 
Government. 

“(e) Determination or Laboratory Missions.— For purposes of 
this section, an agency shall make separate determinations of the 
mission or missions of each of its laboratories. 

“(f) Relationship to Other Laws.— -Nothing in this section is 
intended to limit or diminish existing authorities of any agency.’’. 

SEC. 3. ESTABLISHMENT OF FEDERAL LABORATORY CONSORTIUM FOR 
TECHNOLOGY TRANSFER. 

Section 11 of the Stevenson- Wydler Technology Innovation Act of 
1980 (15 U.S.C. 3710) is amended— p- 

(1) by redesignating subsection (e) as subsection (f); and 

(2) by inserting after subsection (d) the following: 

“(e) Establishment or Federal Laboratory Consortium for 
Technology Transfer. — (3) There is hereby established the Federal 
Laboratory Consortium for Technology Transfer (hereinafter re- 
ferred to as the ‘Consortium’) which, in cooperation with Federal 
Laboratories and the private sector, shall— 

“(A) develop and (with the consent of the Federal laboratory 
concerned) administer techniques, training courses, and mate- 
rials concerning technology transfer to increase the awareness 
of Federal laboratory employees regarding the commercial 
potential of laboratory technology and innovations;^ 

“(B) furnish advice and assistance requested by Federal agen- 
cies and laboratories for use in their technology transfer pro- 
grams (including the planning of seminars for small business 
and other industry); 

“(C) provide a clearinghouse for requests, received at the 
laboratory level, for technical assistance from States and units 
of local governments, businesses, industrial development 
organizations, not-for-profit organizations including univer- 
sities, Federal agencies and laboratories, and other persons, 
and— 

“(i) to the extent that such requests can be responded to 
with published information available to the National Tech- 
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nical Information Service, refer such requests to that Serv- 
ice. and 

*'( i i ) otherwise refer these requests to the appropriate 
Federal laboratories and agencies; 

“(D) facilitate communication and coordination between 
Offices of Research and Technology Applications of Federal 
laboratories; 

“(E) utilize (with the consent of the agency involved) the 
expertise and services of the National Science Foundation, the 
Department of Commerce, the National Aeronautics and Space 
Administration, and other Federal agencies, as necessary; 

“(F) with the consent of any Federal laboratory, facilitate the 
use by such laboratory of appropriate technology transfer 
mechanisms such as personnel exchanges and computer-based 
systems; 

“(G) with the consent of any Federal laboratory, assist such 
laboratory to establish programs using technical volunteers to 
provide technical assistance to communities related to such 
laboratory; 

"(H) facilitate communication and cooperation between Of- 
fices of Research and Technology Applications of Federal lab- 
oratories and regional, State, and local technology transfer 
organizations; 

“(I) when requested, assist colleges or universities, businesses, 
nonprofit organizations, State or local governments, or regional 
organizations to establish programs to stimulate research and 
to encourage technology transfer in such areas as technology 
program development, curriculum design, long-term research 
planning, personnel needs projections, and productivity assess- 
ments; and 

“<«Ji seek advice in each Federal laboratory consortium region 
from representatives of State and local governments, large and 
small business, universities, and other appropriate persons on 
the effectiveness of the program (and any such advice shall be 
provided at no expense to the Government). 

"(2) The membership of the Consortium shall consist of the Fed- 
eral laboratories described in clause (1) of subsection (b) and such 
other laboratories as may choose to join the Consortium. The rep- 
resentatives to the Consortium shall include a senior staff member 
of each Federal laboratory which is a member of the Consortium 
and a representative appointed from each Federal agency with one 
or more member laboratories. 

"(3) The representatives to the Consortium shall elect a Chairman 
of the Consortium. 

“(4) The Director of the National Bureau of Standards shall 
provide the Consortium, on a reimbursable basis, with administra- 
tive services, such as office space, personnel, and support services of 
the Bureau, as requested by the Consortium and approved by such 
Director. 

“(5) Each Federal laboratory or agency shall transfer technology 
directly to users or representatives of users, and shall not transfer 
technology directly to the Consortium. Each Federal laboratory 
shall conduct and transfer technology only in accordance with the 
practices and policies of the Federal agency which owns, leases, or 
otherwise uses such Federal laboratory. 

“(6) Not later than one year after the date of the enactment of this 
subsection, and every year thereafter, the Chairman of the Consor- 
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tium shall submit a report to the President, to the appropriate 
authorization and appropriation committees of both Houses of the 
Congress, and to each agency with respect to which a transfer of 
fundingjs made (for the fiscal year or years involved) under para- 
graph (7), concerning the activities of the Consortium and the 
expenditures made by it under this subsection during the year for 
which the report is made. 

“(7XA) Subject to subparagraph (B>, an amount equal to 0.005 
percent of that portion of the research and development budget of 
each Federal agency that is to be utilized by the laboratories of such 
agency for a fiscal year referred to in subparagraph (B)(ii> shall be 
transferred by such agency to the National Bureau of Standards at 
the beginning of the fiscal year involved. Amounts so transferred 
shall be provided by the Bureau to the Consortium for the purpose 
of carrying out activities of the Consortium under this subsection. 

"(B) A transfer shall be made by any Federal agency under 
subparagraph (A), for any fiscal year, only if— 

"(i) the amount so transferred by that agency (as determined 
under such subparagraph) would exceed $10,000; and 
“(ii) such transfer is made with respect to the fiscal year 1987, 

1988. 1989, 1990, or 1991. 

“(C) The heads of Federal agencies and their designees, and the 
directors of Federal laboratories, may provide such additional sup- 
port for operations of the Consortium as they deem appropriate. 

“(8XA) The Consortium shall use 5 percent of the funds provided 
in paragraph (7XA) to establish demonstration projects in tech- 
nology transfer. To carry out such projects, the Consortium may 
arrange for grants or awards to, or enter into agreements with, 
nonprofit State, local, or private organizations or entities whose 
primary purposes are to facilitate cooperative research between the 
Federal laboratories and organizations not associated with the Fed- 
eral laboratories, to transfer technology from the Federal labora- 
tories. and to advance State and local economic activity. 

"(B) The demonstration projects established under subparagraph 
(A) shall serve as model programs. Such projects shall be designed to 
develop programs and mechanisms for technology transfer from the 
Federal laboratories which may be utilized by the States and which 
will enhance Federal, State, and local programs for the transfer of 
technology. 

"(C) Application for such grants, awards, or agreements shall be 
in such form and contain such information as the Consortium or its 
designee shall specify. 

"(D) Any person who receives or utilizes any proceeds of a grant or Record*, 
award mode, or agreement entered into, under this paragraph shall 
keep such records as the Consortium or its designee shall determine 
are necessary and appropriate to facilitate effective audit and 
evaluation, including records which fully disclose the amount and 
disposition of such proceeds and the total cost of the project in 
connection with which 6uch proceeds were used.’’. 

SEC. 4. UTILIZATION OF FEDERAL TECHNOLOGY. 

(a) Responsibility for Technology Transfer.— Section 11(a) of 
the Stevenson-Wydler Technology Innovation Act of 1980 (15 U.S.C. 

3710(a)) is amended— 

(1) by inserting "(l)’’ after “Policy.—”; and 

(2) by adding at the end thereof the following new 
paragraphs: 
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governments. 


(2) Technology transfer, consistent with mission responsibil- 
ities, is a responsibility of each laboratory science and engineering 
professional. 

“(31 Each laboratory director shall ensure that efforts to transfer 
technology are considered positively in laboratory job descriptions, 
employee promotion policies, and evaluation of the job performance 
of scientists and engineers in the laboratory.”. 

(b) Research and Technology Applications Offices. — (1) Section 
12(b) of such Act (15 U.S.C. 3710(b)) is amended— 

(A) by striking out "a total annual budget exceeding 
$20/100,000 shall provide at least one professional individual 
full-time” and inserting in lieu thereof “200 or more full-time 
equivalent scientific, engineering, and related technical posi- 
tions shall provide one or more full-time equivalent positions”; 

i B) by inserting immediately before the next to last sentence 
the following new sentence: “Furthermore, individuals filling 
positions in an Office of Research and Technology Applications 
shall be included in the overall laboratory/agency management 
development program so as to ensure that highly competent 
technical managers are full participants in the technology 
transfer process."; 

(C) by striking out "requirements set forth in (1) and/or (2) of 
this subsection* in the next to last sentence and inserting in 
lieu thereof “requirement set forth in clause (2) of the preceding 
sentence”; and 

(D) by striking out "either requirement (1) or (2)” in the last 
sentence and inserting in lieu thereof “such requirement”. 

(2) Section 11(c) of such Act (15 U.S.C. 3710(c)) is amended — 

(A) by striking out paragraph (1) and inserting in lieu thereof 
the following: 

”)1) to prepare application assessments for selected research 
and development projects in which that laboratory is engaged 
and which in the opinion of the laboratory may have potential 
commercial applications;”; 

(B) by striking out “the Center for the Utilization of Federal 
Technology” in paragraph (3) and inserting in lieu thereof “the 
National Technical Information Service, the Federal Labora- 
tory Consortium for Technology Transfer,”, and by striking out 
"and” after the semicolon; 

<C) by striking out “in response to requests from State and 
local government officials.” in paragraph (4) and inserting in 
lieu thereof “to State and local government officials; and”; and 

(D) by inserting immediately after paragraph (4) the following 
new paragraph: 

“(5) to participate, where feasible, in regional. State, and local 
programs designed to facilitate or stimulate the transfer of 
technology for the benefit of the region, State, ( or local jurisdic- 
tion in which the Federal laboratory is located.” 

(c) Dissemination or Technical Information.— Section 11(d) of 
such Act (15 U.S.C. 3710(d)) is amended — 

(1) by striking out “(d)” and all that follows down through 
“shall — ” and inserting in lieu thereof the following: 

(d) Dissemination or Technical Information. — The National 
Technical Information Service shall—”; 

(2) by striking out paragraph (2); 

(3) by striking out “existing" in paragraph (3), and redesignat- 
ing such paragraph m paragraph (2); 
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(4) by striking out paragraph (4) and inserting in lieu thereof 
the following: 

‘"(3) receive requests for technical assistance from State and 
local governments, respond to such requests with published 
information available to the Service, and refer such requests to 
the Federal Laboratory Consortium for Technology Transfer to 
the extent that such requests require a response involving more 
than the published information available to the Service;”; 

(5) by redesignating paragraphs (5) and (6) as paragraphs (4) 
and (5), respectively; and 

t(l) by striking out “(c)(4)” in paragraph (4) as so redesignated 
and inserting in lieu thereof "(cH3)”. 

(d) Agency Reporting. —Sect ion 11(f) of such Act (15 U.S.C. 
3710(e)) (as redesignated by section 3(1) of this Act) is amended — 

(1) by striking out “prepare biennially a report summarizing 
the activities” in the first sentence and inserting in lieu thereof 
“report annually to the Congress, as part of the agency’s annual 
budget submission, on the activities”; and 

(2) by striking out the second sentence. 

SEC. 5. FUNCTIONS OK THE SECRETARY OF COMMERCE, 

Section 11 of the Stevenson-Wydler Technology Innovation Act of 
15)80 (as amended by the preceding provisions of this Act) is further 
amended by adding at the end thereof the following new subsection: 

“(g) Functions or the Secretary.— (1) The Secretary, in consulta- 
tion with other Federal agencies, may— 

"(A) make available to interested agencies the expertise of the 
Department of Commerce regarding the commercial potential of 
inventions and methods and options for commercialization 
which are available to the Federal laboratories, including re- 
search and development limited partnerships; 

“(B) develop and disseminate to appropriate agency and lab- 
oratory personnel model provisions for use on a voluntary basis 
in cooperative research and development arrangements; and 

“(C) furnish advice and assistance, upon request, to Federal 
agencies concerning their cooperative research and develop- 
ment programs and projects. 

“(2) Two years after the date of the enactment of this subsection 
and every two years thereafter, the Secretary shall submit a sum- 
mary report to the President and the Congress on the us® by the 
agencies and the Secretary of the authorities specified in this Act. 
Other Federal agencies shall cooperate in the report’s preparation. 

”i3) Not later than one year after the date of the enactment of the 
Federal Technology Transfer Act of 1986, the Secretary shall submit 
to the President and the Congress a report regarding — 

‘‘(A) any copyright provisions or other types of barriers which 
tend to restrict or limit the transfer of federally funded com- 
puter software to the private sector and to State and local 
governments, and agencies of such State and local governments; 
and 

“(B) the feasibility and cost of compiling and maintaining a 
current and comprehensive inventory of all federally funded 
training software. 
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SEC. 6. REWARDS FOR SCIENTIFIC. ENGINEERING, AND TECHNICAL 
PERSONNEL OR FEDERAL AGENCIES. 

The Stevenson-Wydler Technology Innovation Act of 1980 (as 
amended by the preceding provisions of this Act) is further amended 
by inserting after section 12 the following new section: 

•SEC. IS REW ARDS FOR SCIENTIFIC, ENGINEERING, AND TECHNICAL 
PERSONNEL OF FEDERAL AGENCIES. 

“The head of each Federal agency that is making expenditures at 
a rate of more than $50,000,000 per fiscal year for research and 
development in its Government-operated laboratories shall use the 
appropriate statutory authority to develop and implement a cash 
awards program to reward its scientific, engineering, and technical 
personnel for — 

“(1) inventions, innovations, or other outstanding scientific or 
technological contributions of value to the United States due to 
commercial application or due to contributions to missions of 
the Federal agency or the Federal government, or 
"(2) exemplary activities that promote the domestic transfer 
of science and technology development within the Federal 
Government and result in utilization of such science and tech- 
nology by American industry or business, universities, State or 
local governments, or other non-Federal parties.”. 

SEC. 7. DISTRIBUTION OF ROYALTIES RECEIVED BY FEDERAL AGENCIES. 

The Stevenson-Wydler Technology Innovation Act of 1980 (as 
amended by the preceding provisions of this Act) is further amended 
by inserting after section 13 the following new section: 

“SEC. 13 DISTRIBUTION OF ROYALTIES RECEIVED BY FEDERAL 
AGENCIES. 

“(a) In General.— (1) Except as provided in paragraphs (2) and (4), 
any royalties or other income received by a Federal agency from the 
licensing or assignment of inventions under agreements entered 
into under section 12, and inventions of Government-operated Fed- 
eral laboratories licensed under section 207 of title 35, United States 
Code, or under any other provision of law, shall be retained by the 
agency whose laboratory produced the invention and shall be dis- 
posed of as follows: 

“(AXi) The head of the agency or his designee shall pay at least 15 
percent of the royalties or other income the agency receives on 
account of any invention to the inventor (or co-inventors) if the 
inventor lor each such co-inventor) was an employee of the agency at 
the time the invention was made. This clause shall take effect on the 
date of the enactment of this section unless the agency publishes a 
notice in the Federal Register within 90 days of such date indicating 
its election to file a Notice of Proposed Rulemaking pursuant to 
clause lii). 

"(ii) An agency may promulgate, in accordance with section 553 of 
title 5, United States Code, regulations providing for an alternative 
program for sharing royalties with inventors who were employed by 
the agency at the time the invention was made and whose names 
appear on licensed inventions. Such regulations must — 

“(I) guarantee a fixed minimum payment to each such inven- 
tor, each year that the agency receives royalties! from that 
inventor's invention; 
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“(ID provide a percentage royalty share to each such inventor, 
each year that the agency receives royalties from that inven- 
tor's invention in excess of a threshold amount: 

“till t provide that total payments to all such inventors shall 
exceed 15 percent of total agency royalties in any given fiscal 
year: and 

“(IV) provide appropriate incentives from royalties for those 
laboratory employees who contribute substantially to the tech- 
nical development of a licensed invention between the time of 
the filing of the patent application and the licensing of the 
invention. 

“(iii) An agency that has published its intention to promulgate 
regulations under clause (ii) may elect not to pay inventors under 
clause (i) until the expiration of two years after the date of the 
enactment of this Act or until the date of the promulgation of such 
regulations, whichever is earlier. If an agency makes such an elec- 
tion and after two years the regulations have not been promulgated, 
the agency shall make payments (in accordance with clause < i)) of at 
least 15 percent of the royalties involved, retroactive to the date of 
the enactment of this Act. If promulgation of the regulations occurs 
within two years after the date of the enactment of this Act, 
payments shall be made in accordance with such regulations, retro- 
active to the date of the enactment of this Act. The agency shall 
retain its royalties until the inventor’s portion is paid under either 
clause (i) or (ii). Such royalties shall not be transferred to the 
agency’s Government-operated laboratories under subparagraph (B) 
and shall not revert to the Treasury pursuant to paragraph (2) as a 
result of any delay caused by rulemaking under this subparagraph. 

“(B) The balance of the royalties or other income shall be trans- 
ferred by the agency to its Government-operated laboratories, with 
the majority share of the royalties or other income from any inven- 
tion going to the laboratory where the invention occurred; and the 
funds so transferred to any such laboratory may be used or obligated 
by that laboratory during the fiscal year in which they are received 
or during the succeeding fiscal year— 

“(i) for payment of expenses incidental to the administration 
and licensing of inventions by that laboratory or by the agency 
with respect to inventions which occurred at that laboratory, 
including the fees or other costs for the services of other agen- 
cies, persons, or organizations for invention management and 
licensing services; 

"(ii) to reward scientific, engineering, and technical employ- 
ees of that laboratory; 

“(iii) to further scientific exchange among the Government- 
operated laboratories of the agency; or 

“(iv) for education and training of employees consistent with 
the research and development mission and objectives of the 
agency, and for other activities that increase the licensing 
potential for transfer of the technology of the Government- 
operated laboratories of the agency. 

Any of such funds not so used or obligated by the end of the fiscal 
year succeeding the fiscal year in which they are received shall be 
paid into the Treasury of the United States, 

“(2) If, after payments to inventors under paragraph (1), the 
royalties received by an agency in any fiscal year exceed 5 percent of 
the budget of the Government-operated laboratories of the agency 
for that year, 75 percent of such excess shall be paid to the Treasury 
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of the United States and the remaining 25 percent may be used or 
obligated for the purposes described in clauses (i) through (iv) of 
paragraph 1 1 X B) during that fiscal year or the succeeding fiscal year. 
Any funds not so used or obligated shall be paid into the Treasury of 
the United States. 

Wages, “(3) Any payment made to an employee under this section shall be 

in addition to the regular pay of the employee and to any other 
awards made to the employee, and shall not affect the entitlement 
of the employee to any regular pay, annuity, or award to which he is 
otherwise entitled or for which he is otherwise eligible or limit the 
amount thereof. Any payment made to an inventor as such shall 
continue after the inventor leaves the laboratory or agency. Pay- 
ments made under this section shall not exceed §100,000 per year to 
any one person, unless the President approves a larger award (with 
the excess over §100,000 being treated as a Presidential award under 
section 4504 of title 5, United States Code). 

“(4) A Federal agency receiving royalties or other income as a 
result of invention management services performed for another 
Federal agency or laboratory under section 207 of title 35, United 
States Code, shall retain such royalties or income to the extent 
required to offset the payment of royalties to inventors under clause 
(i) of paragraph (1XA), costs and expenses incurred under clause (i) of 
paragraph (lxB), and the cost of foreign patenting and maintenance 
for such invention performed at the request of the other agency or 
laboratory. All royalties and other income remaining after payment 
of the royalties, costs, and expenses described in the preceding 
sentence shall be transferred to the agency for which the services 
were performed, for distribution in accordance with clauses (i) 
through (iv) of paragraph (1XB). 

"(b) Certain Assignments.— If the invention involved was one 
assigned to the Federal agency — 

"(1) by a contractor, grantee, or participant in a cooperative 
agreement with the agency, or 

"(2) by an employee of the agency who was not working in the 
laboratory at the time the invenlon was made, 
the agency unit that was involved in such assignment shall be 
considered to be a laboratory for purposes of this section. 

"(c) Reports. — (1) In making their annual budget submissions 
Federal agencies shall submit, to the appropriate authorization and 
appropriation committees of both Houses of the Congress, sum- 
maries of the amount of royalties or other income received and 
expenditures made (including inventor awards) Under this section. 

“(2) The Comptroller General, five years after the date of the 
enactment of this section, shall review the effectiveness of the 
various royalty-sharing programs established under this section and 
report to the appropriate committees of the House of Representa- 
tives and the Senate, in a timely manner, his findings, conclusions, 
and recommendations for improvements in such programs.”. 

SEC. 8. EMPLOYEE ACTIVITIES. 

The Stevenson-Wydler Technology Innovation Act of 1980 (as 
amended by the preceding provisions of this Act) is further amended 
by inserting after section .'.4 the following new section: 

Patents and “SEC. 15. EMPLOYEE ACTIVITIES. 

Buainaaond “(a) In General.— If a Federal agency which has the right of 

industry. ownership to an invention under this Act does not intend to file for 

15USC3110d. 
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a patent application or otherwise to promote commercialization of 
such invention, the agency shall ailow the inventor, if the inventor 
is a Government employee or former employee who made the inven- 
tion during the course of employment with the Government, to 
retain title to the invention (subject to reservation by the Govern- 
ment of a nonexclusive, nontransferrable, irrevocable, paid-up 
license to practice the invention or have the invention practiced 
throughout the world by or on behalf of the Government). In 
addition, the agency may condition the inventor's right to title on 
the timely filing of a patent application in cases when the Govern- 
ment determines that it has or may have a need to practice the 
invention. 

“(b) Definition. -—For purposes of this section, Federal employees 
include ‘special Government employees' as defined in section 202 of 
title 18, United States Code. 

“(c) Relationship to Other Laws.— N othing in this section is 
intended to limit or diminish existing authorities of any agency.”. 

SEC. 9. MISCELLANEOUS AND CONFORMING AMENDMENTS. 

(a) Repeal of National Industrial Technology Board.— Section 
10 of the Stevenson- Wydler Technology Innovation Act of 1980 (15 
U.S.C. 5709) is repealed. 

<b) Changes in Terminology or Administrative Structure. — (1) 

Section 3(2) of the Stevenson-Wydler Technology Innovation Act of 

1980 is amended by striking out “centers for industrial technology” 15 USC 3702 

and inserting in lieu thereof “cooperative research centers”. 

(2) Section 4 of such Act is amended — ir, use 3703 . 

(A) by striking out "Industrial Technology" in paragraph (1) 
and inserting in lieu thereof "Productivity, Technology, and 
Innovation”; 

(B) by striking out “‘Director’ means the Director of the 
Office of Industrial Technology” in paragraph (3) and inserting 
in lieu thereof " 'Assistant Secretary’ means the Assistant Sec- 
retary for Productivity, Technology, and Innovation”; 

(C) by striking out "Centers for Industrial Technology” in 
paragraph (4) and inserting in lieu thereof "Cooperative 
Research Centers”; 

(D> by striking out paragraph (6), and redesignating para- 
graphs (7) and i8) as paragraphs (6) and (7), respectively; and 

(E) by striking out “owned and funded” in paragraph (6) as so 
redesignated and inserting in lieu thereof “owned, leased, or 
otherwise used by a Federal agency and funded”. 

(3) Section 5(a) of such Act is amended by striking out “Industrial 15 USC 3704. 
Technology” and inserting in lieu thereof “Productivity, Tech- 
nology, and Innovation”. 

(4) Section 5(b) of such Act is amended by striking out “Director” 
and inserting in lieu thereof “Assistant Secretary”, and by strik- 
ing out “a Director of the Office” and all that follows and inserting 
in lieu thereof “an Assistant Secretary for Productivity, Technology, 
and Innovation.”. 

(5) Section 5(c) of such Act is amended— 

(A) by striking out “the Director” each place it appears and 
inserting in lieu thereof “the Assistant Secretary”; 

(B) by redesignating paragraphs (7) and (8) as paragraphs (9) 
and (10), respectively; and 

(C) by inserting immediately after paragraph (6) the following 
new paragraphs; 
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35 USC 200 tl 
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15 USC 3707. 


15 USC 3714. 


Ante, p. 1785. 


15 USC 3703. 


“(7) encourage and assist the creation of centers and other 
joint initiatives by State of local governments, regional 
organizations, private businesses, institutions of higher 
education, nonprofit organizations, or Federal laboratories to 
encourage technology transfer, to stimulate innovation, and to 
promote an appropriate climate for investment in technology- 
related industries; 

"(8) propose and encourage cooperative research involving 
appropriate Federal entities, State or local governments, re- 
gional organizations, colleges or universities, nonprofit 
organizations, or private industry to promote the common use of 
resources, to improve training programs and curricula, to 
stimulate interest in high .technology careers, and to encourage 
the effective dissemination of technology skills within the wider 
community;”. 

(f>) The heading of section 6 of such Act is amended to read as 
follows: 

“SEC. 6. COOPERATIVE RESEARCH CENTERS." 

(7) Section 6(a) of such Act is amended by striking out "Centers for 
Industrial Technology" and inserting in lieu thereof "Cooperative 
Research Centers". 

(8) Section 6(b)(1) of such Act is amended by striking out “basic 
and applied”. 

(9) Section 6(e) of such Act is amended to read as follows; 

"(e) Research and Development Utilization.— In the promotion 
of technology from research and development efforts by Centers 
under this section, chapter 18 of title 35, United States Code, shall 
apply to the extent not inconsistent with this section.”. 

(10) Section 6(f) of such Act is repealed. 

(11) The heading of section 8 of such Act is amended by striking 
out "centers for industrial technology” and inserting in lieu 
thereof “cooperative research centers”. 

(12) Section 8(a) of such Act is amended by striking out "Centers 
for Industrial Technology” and inserting in lieu thereof "Coopera- 
tive Research Centers". 

(13) Section 19 of such Act (as redesignated by section 2 of this 
Act) is amended by striking out "pursuant to this Act" and inserting 
in lieu thereof "pursuant to the provisions of this Act (other than 
sections 12, 13, and 14)". 

(c) Related Conforming Amendment. — Section 210 of title 35, 
United States Code, is amended by adding at the end thereof the 
following new subsection: 

“(e) The provisions of the Stevenson-Wydler Technology Innova- 
tion Act of 1980, as amended by the Federal Technology Transfer 
Act of 1986. shall take precedence over the provisions of this chapter 
to the extent that they permit or require a disposition of rights in 
subject inventions which is inconsistent with this chapter.”. 

(d) Additional Definitions.— Section 4 of such Act (as amended 
by subsection (bX2) of this section) is further amended by adding at 
the end thereof the following new paragraphs: 

“(8) ‘Federal agency’ means any executive agency as defined 
in section 105 of title 5, United States Code, and the military 
departments as defined in section 102 of such title. 

fi (9) ‘Invention’ means any invention or discovery which is or 
may be patentable or otherwise protected under title 35, United 
States Code, or any novel variety of plant which is or may be 
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protectable under the Plant Variety Protection Act (7 U.S.C. 
2321 et seq.). 

“(10) ‘Made’ when used in conjunction with any invention 
means the conception or first actual reduction to practice of 
such invention. 

“(11) 'Small business firm’ means a small business concern as 
defined in section 2 of Public Law 85-536 (15 U.S.C. 632) and 
implementing regulations of the Administrator of the Small 
Business Administration. 

“(12) ‘Training technology’ means computer software and 
related materials which are developed by a Federal agency to 
train employees of such agency, including but not limited to 
software for computer-based instructional systems and for inter- 
active video disc systems.”. 

(e) Redesicnation of Sections To Reflect Chances Made by 
Preceding Provisions.— (1) Such Act (as amended by the preceding 
provisions of this Act) is further amended by redesignating sections 
11 through 19 as sections 10 through 18, respectively. 

(2XA) Section 5(d) of such Act is amended by inserting “(as then in 
effect)’’ after “sections 5, 6, 8, 1 1, 12, and 13 of this Act”. 

(B) Section 8(a) of such Act is amended by striking out the last 
sentence. 

(C) Section 9(d) of such Act is amended! by striking out "or 13” and 
inserting in lieu thereof “10, 14, or 16”. 

(3) Section 13<aKl) of such Act (as redesignated by paragraph (1) of 
this subsection) is amended by striking out “section 12” in the 
matter preceding subparagraph (A) and inserting in lieu thereof 
“section 11”. 

(4) Section 18 of such Act (as redesignated by paragraph (1) of this 
subsection) is amended by striking out “sections 12, 13, and 14” and 
inserting in lieu thereof “sections 11, 12, and 13”. 

(f) Clarification of Findincs and Purposes.— (1) The second 
sentence of section 2(10) of such Act (15 U.S.C. 370H10)) is amended 
by inserting which include inventions, computer software, and 
training technologies,” immediately after “developments”. 

(2) Section 3(3) of such Act (15 U.S.C. 3702(3)) is amended by 
inserting “, including inventions, software, and training tech- 
nologies,” immediately after ‘'developments”. 


ir, use 
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Approved October 20, 1986. 
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TITLE III— MISCELLANEOUS AMEND- 

MENTS TO STEVENSON-WYDLER TECH- 
NOLOGY INNOVATION ACT OF 1980 

SEC. 301. COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS. 

Section 12 of the Stevenson-Wydler Technology Innovation Act of 
1980 (15 U.S.C. 3710a) is amended— 

(1) in subsection (aX2), by striking "at the laboratory and 
other inventions” and inserting in lieu thereof "or other 
intellectual property developed at the laboratory and other 
inventions or other intellectual property"; and 

(2) in subsection (b) — 

(A) by striking "and” at the end of paragraphs (2) and (3); 

(B) by redesignating paragraph (4) as paragraph (5); and 

(C) by inserting after paragraph (3) the following new 
paragraph: 

"(4) determine rights in other intellectual property developed 
under an agreement entered into under subsection (aXl); and”. 

SEC. 302. REWARDS. 

Section 13(1) of the Stevenson-Wydler Technology Innovation Act 
of 1980 (15 U.S.C. 3710b(l)) is amended by inserting "computer 
software," after "inventions, innovations,”. 

SEC. 303. DISTRIBUTION OF ROYALTIES. 

(a) Section 14(aXIXA) of the Stevenson-Wydler Technology Innova- 
tion Act of 1980 (15 U.S.C. 3710c(aXlXA)) is amended— 

(1) in clause (i), by striking "was an employee of the agency at 
the time the invention was made” and inserting in lieu thereof 
"has assigned his or her rights in the invention to the United 
States"; and 

(2) in clause (ii), by striking "who were employed by the 
agency at the time the invention was made and whose names 
appear on licensed inventions” and inserting in lieu thereof 
"under clause (i)". 

(b) This section shall be effective as of October 20, 1986. 
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TECHNOLOGY INNOVATION Ch. 63 


Pub.L. 99-502. § 4(d)(2). in subscc. (f) 
as so redesignated struck out provision 
which had required that the report be 
transmitted to the Center for the Utiliza- 
tion of Federal Technology by Nov. 1 of 
each year in which it was due. 

Subsec. (g). Pub.L. 99-502. § 3, added 
subsec. (g). 

Superconductivity: National Action 
Plan on Superconductivity Research 
and Development. Secretary of Ener- 
gy's superconductivity research and de- 
velopment program and submission of 


annual reports to Congress respecting 
technology transfer activities, sec 15 U.S. 
C.A. § 5203. 

Legislative History. For legislative 
history and purpose of Pub.L. 96-480. 
see 1980 U.S.Code Cong, and Adm.News. 
p. 4892. See, also. Pub.L. 99-502. 1986 
L'.S. Code Cong, and Adm. News. p. 
3442; Pub.L. 100-418. 1988 U.S.Code 
Cong, and Adm.News. p. 1547; Pub.L. 
100-519. 1988 U.S.Code Cong, and Adm. 
News, p. 3269; Pub.L. 101-189, 1989 U.S. 
Code Cong, and Adm. News. p. 838. 


EXECUTIVE ORDERS 
EXECUTIVE ORDER NO. 12591 

Apr. 10, 1987, 52 F.R. 13414, as amended Ex.Ord. No. 12618, 
Dec. 22. 1987, 52 F.R. 48661 

FACILITATING ACCESS TO SCIENCE AND TECHNOLOGY 


By the authority vested in me as Presi- 
dent by the Constitution and laws of the 
United States of America, including the 
Federal Technology Transfer Act of 1986 
[Public Law 99-502] [Pub.L. 99-502. Oct. 
20, 1986, 100 Stat. 1785), the Trademark 
Clarification Act of 1984 [Public Law 
98-620] (Pub.L. 98-620, Nov. 8, 1984, 98 
Stat. 3335], and the University and Small 
Business Patent Procedure Act of 1980 
[Public Law 96-517] [Pub.L. 96-517, 
Dec. 12, 1980, 94 Stat. 3015]. and in 
order to ensure that Federal agencies 
and laboratories assist universities and 
the private sector in broadening our 
technology base by moving new knowl- 
edge from the research laboratory into 
the development of new products and 
processes, it is hereby ordered as fol- 
lows: 

Section 1. Transfer of Federally 
Funded Technology. 

(a) The head of each Executive depart- 
ment and agency, to the extent permitted 
by law, shall encourage and facilitate 
collaboration among Federal laborato- 
ries, State and local governments, uni- 
versities, and the private sector, particu- 
larly small business, in order to assist in 
the transfer of technology to the market- 
place. 

(b) The head of each Executive depart- 
ment and agency shall, within overall 
funding allocations and to the extent 
permitted by law: 

(I) delegate authority to its govern- 
ment-owned, government-operated Fed- 
eral laboratories: 


(A) to enter into cooperative research 
and development agreements with other 
Federal laboratories. State and local 
governments, universities, and the pri- 
vate sector; and 

(B) to license, assign, or waive rights 
to intellectual property developed by the 
laboratory' cither under such cooperative 
research or development agreements 
and from within individual laboratories. 

(2) identify and encourage persons to 
act as conduits between and among Fed- 
eral laboratories, universities, and the 
private sector for the transfer of technol- 
ogy developed from federally funded re- 
search and development efforts: 

(3) ensure that State and local govern- 
ments. universities, and the private sec- 
tor are provided with information on the 
technology, expertise, and facilities 
available in Federal laboratories; 

(4) promote the commercialization, in 
accord with my Memorandum to the 
Heads of Executive Departments and 
Agencies of February 18, 1983, of patent- 
able results of federally funded research 
by granting to all contractors, regardless 
of size, the title to patents made in whole 
or in part with Federal funds, in ex- 
change for royalty-free use by or on be- 
half of the government; 

(5) administer all patents and licenses 
to inventions made with federal assist- 
ance, which are owned by the non-profit 
contractor or grantee, in accordance 
with Section 202(c)(7) of Title 35 of the 
United States Code as amended bv Pub- 
lic Law 98-620 [35 U.S.C.A. § 202(c)(7)], 
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without regard to limitations on licens- 
ing found in that section prior to amend- 
ment or in Institutional Patent Agree- 
ments now in effect that were entered 
into before that law was enacted on No- 
vember 8, 198-1, unless, in the case of an 
invention that has not been marketed, 
the funding agency determines, based on 
information in its files, that the contrac- 
tor or grantee has not taken adequate 
steps to market the inventions, in ac- 
cordance with applicable law or an Insti- 
tutional Patent Agreement; 

(6) implement, as expeditiously as 
practicable, royalty-sharing programs 
with inventors who were employees of 
the agency at the time their inventions 
were made, and cash award programs; 
and 

(7) cooperate, under policy guidance 
provided by the Office of Federal Pro- 
curement Policy, with the heads of other 
affected departments and agencies in the 
development of a uniform policy permit- 
ting Federal contractors to retain rights 
to software, engineering drawings, and 
other technical data generated by Feder- 
al grants and contracts, in exchange for 
royalty-free use by or on behalf of the 
government. 

Sec. 2. Establishment of the Tech- 
nology Share Program. The Secretaries 
of Agriculture, Commerce, Energy, and 
Health and Human Services and the Ad- 
ministrator of the National Aeronautics 
and Space Administration shall select 
one or more of their Federal laborato- 
ries to participate in the Technology 
Share Program. Consistent with its mis- 
sion and policies and within its overall 
funding allocation in any year, each Fed- 
eral laboratory so selected shall; 

(a) Identify areas of research and 
technology of potential importance to 
long-term national economic competi- 
tiveness and in which the laboratory pos- 
sesses special competence and/or 
unique facilities; 

(b) Establish a mechanism through 
which the laboratory performs research 
in areas identified in Section 2(a) as a 
participant of a consortium composed of 
United States industries and universities. 
All consortia so established shall have, at 
a minimum, three individual companies 
that conduct the majority of their busi- 
ness in the United States; and 

(c) Limit its participation in any con- 
sortium so established to the use of labo- 
ratory personnel and facilities. How- 


ever, each laboratory may also provide 
financial support generally not to exceed 
25 percent of the total budget for the 
activities of the consortium. Such finan- 
cial support by any laboratory in all 
such consortia shali be limited to a max- 
imum of S5 million per annum. 

Sec. 3. Technology Exchange — Sci- 
entists and Engineers. The Executive 
Director of the President’s Commission 
on Executive Exchange shall assist Fed- 
eral agencies, where appropriate, by de- 
veloping and implementing an exchange 
program whereby scientists and engi- 
neers in the private sector may take tem- 
porary assignments in Federal laborato- 
ries. and scientists and engineers in Fed- 
eral laboratories may take temporary as- 
signments in the private sector. 

Sec. 4. International Science and 
Technology. In order to ensure that the 
United States benefits from and fully 
exploits scientific research and technolo- 
gy developed abroad, 

(a) The head of each Executive depart- 
ment and agency, when negotiating or 
entering into cooperative research and 
development agreements and licensing 
arrangements with foreign persons or 
industrial organizations (where these en- 
tities are directly or indirectly controlled 
by a foreign company or government], 
shall, in consultation with the United 
States Trade Representative, give appro- 
priate consideration; 

(1) to whether such foreign companies 
or governments permit and encourage 
United States agencies, organizations, or 
persons to enter into cooperative re- 
search and development agreements and 
licensing arrangements on a comparable 
basis; 

(2) to whether those foreign govern- 
ments have policies to nrotect the United 
States intellectual property rights; and 

(3) where cooperative research will in- 
volve data, technologies, or products 
subject to national security export con- 
trols under the laws of the United States, 
to whether those foreign governments 
have adopted adequate measures to pre- 
vent the transfer of strategic technology 
to destinations prohibited under such 
national security export controls, either 
through participation in the Coordinat- 
ing Committee for Multilateral Export 
Controls (COCOM) or through other in- 
ternational agreements to which the 
United States and such foreign govern- 
ments are signatories. 
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(b) The Secretary of S^ate shall devel- 
op a recruitment policy that encourages 
scientists and engineers from other Fed- 
eral agencies, academic institutions, and 
industry to apply for assignments in em- 
bassies of the United States; and 

(c) The Secretaries of State and Com- 
merce and the Director of the National 
Science Foundation shall develop a cen- 
tral mechanism for the prompt and effi- 
cient dissemination of science and tech- 
nology information developed abroad to 
users in Federal laboratories, academic 
institutions, and the private sector on a 
fee-for-service basis. 

Sec. 5. Technology Transfer from 
the Department of Defense. Within 6 
months of the date of this Order, the 
Secretary of Defense shall identify a list 
of funded technologies that would be 
potentially useful to United States indus- 
tries and universities. The Secretary 
shall then accelerate efforts to make 
these technologies more readily avail- 
able to United States industries and uni- 
versities. 

Sec. 6. Basic Science and Technolo- 
gy Centers. The head of each Executive 
department and agency shall examine 
the potential for including the establish- 
ment of university research centers in 
engineering, science, or technology in 
the strategy and planning for any future 
research and development programs. 
Such university centers shall be jointly 
funded by the Federal Government, the 
private sector, and, where appropriate, 
the States and shall focus on areas of 
fundamental research and technology 
that are both scientifically promising 
and have the potential to contribute to 
the Nation's long-term economic com- 
petitiveness. 

Sec. 7. Reporting Requirements, 
(a) Within 1 year from the date of this 


Order, the Director of the Office of Sci- 
ence and Technology Policy shall con- 
vene an interagency task force com- 
prised of the heads of representative 
agencies and the directors of representa- 
tive Federal laboratories, or their desig- 
nees, in order to identify and dissemi- 
nate creative approaches to technology 
transfer from Federal laboratories. The 
task force will report to the President on 
the progress of and problems with tech- 
nology transfer from Federal laborato- 
ries. 

(b) Specifically, the report shall in- 
clude: 

(1) a listing of current technology 
transfer programs and an assessment of 
the effectiveness of these programs; 

(2) identification of new or creative 
approaches to technology transfer that 
might serve as model programs for Fed- 
eral laboratories; 

(3) criteria to assess the effectiveness 
and impact on the Nation's economy of 
planned or future technology transfer 
efforts; and 

(4) a compilation and assessment of 
the Technology Share Program estab- 
lished in Section 2 and, where appropri- 
ate, related cooperative research and de- 
velopment venture programs. 

Sec. 8. Relation to Existing Law. 
Nothing in this Order shall affect the 
continued applicability of any existing 
laws or regulations relating to the trans- 
fer of United States technology to other 
nations. The head of any Executive de- 
partment or agency may exclude from 
consideration, under this Order, any 
technology that would be, if transferred, 
detrimental to the interests of national 
security. 

Ronald Rlagan 


§ 3710a. Cooperative research and development agreements 
(a) General authority 

Each Federal agency may permit the director of any of its 
Government-operated Federal laboratories, and, to the extent pro- 
vided in an agency-approved joint work statement, the director of 
any of its Government-owned, contractor-operated laboratories — 
(1) to enter into cooperative research and development agree- 
ments on behalf of such agency (subject to subsection (c) of this 
section) with other Federal agencies; units of State or local 
government; industrial organizations (including corporations, 


Reports of the NIH Panels on CRADA Forums 1 and II 


C-41 



Ch. 63 TECHNOLOGY INNOVATION 


15 § 3710a 


partnerships, and limited partnerships, and industrial develop- 
ment organizations); public and private foundations; nonprofit 
organizations (including universities); or other persons (includ- 
ing licensees of inventions owned by the Federal agency); and 

(2) to negotiate licensing agreements under section 207 of 
Title 35, or under other authorities (in the case of a Govern- 
ment-owned, contractor-operated laboratory', subject to subsec- 
tion (c) of this section) for inventions made or other intellectu- 
al property developed at the laboratory and other inventions or 
other intellectual property that may be voluntarily assigned to 
the Government. 

(b) Enumerated authority 

Under agreements entered into pursuant to subsection (a)(1) of 
this section, a Government-operated Federal laboratory, and, to the 
extent provided in an agency-approved joint work statement, a 
Government-owned, contractor-operated laboratory', may (subject 
to subsection (c) of this section)— 

(1) accept, retain, and use funds, personnel, services, and 
property from collaborating parties and provide personnel, 
services, and property to collaborating parties; 

(2) grant or agree to grant in advance, to a collaborating 
party, patent licenses or assignments, or options thereto, in any 
invention made in whole or in part by a laboratory employee 
under the agreement, retaining a nonexclusive, nontransferra- 
ble, irrevocable, paid-up license to practice the invention or 
have the invention practiced throughout the world by or on 
behalf of the Government and such other rights as the Federal 
laboratory deems appropriate; 

(3) waive, subject to reservation by the Government of a 
nonexclusive, irrevocable, paid-up license to practice the inven- 
tion or have the invention practiced throughout the world by or 
on behalf of the Government, in advance, in whoie or in part, 
any right of ownership which the Federal Government may 
have to any subject invention made under the agreement by a 
collaborating party or employee of a collaborating party, 

(4) determine rights in other intellectual property developed 
under an agreement entered into under subsection (a)(1) of this 
section; and 

(5) to the extent consistent with any applicable agency re- 
quirements and standards of conduct, permit employees or 
former employees of the laboratory to participate in efforts to 
commercialize inventions they made while in the service of the 
United States. 

A Government-owned, contractor-operated laboratory that enters 
into a cooperative research and development agreement under 
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subsection (a)(1) of this section may use or obligate royalties or 
other income accruing to such laboratory under such agreement 
with respect to any invention only (i) for payments to inventors; 
(ii) for the purposes described in section 3710c(a)(l)(B)(i), (ii), and 
(iv) of this title; and (iii) for scientific research and development 
consistent with the research and development mission and objec 
tives of the laboratory'. 

(c) Contract considerations 

(1) A Federal agency may issue regulations on suitable proce- 
dures for implementing the provisions of this section; however, 
implementation of this section shall not be delayed until issuance of 
such regulations. 

(2) The agency in permitting a Federal laboratory to enter into 
agreements under this section shall be guided by the purposes of 
this chapter. 

(3) (A) Any agency using the authority given it under subsection 
(a) of this section shall review standards of conduct for its employ- 
ees for resolving potential conflicts of interest to make sure they 
adequately establish guidelines for situations likely to arise through 
the use of this authority, including but not limited to cases where 
present or former employees or their partners negotiate licenses or 
assignments of titles to inventions or negotiate cooperative research 
and development agreements with Federal agencies (including the 
agency with which the employee involved is or was formerly 
employed). 

(B) If, in implementing subparagraph (A), an agency is unable to 
resolve potential conflicts of interest within its current statutory 
framework, it shall propose necessary’ statutory’ changes to be 
forwarded to its authorizing committees in Congress. 

(4) The laboratory director in deciding what cooperative research 
and development agreements to enter into shall— 

(A) give special consideration to small business firms, and 
consortia involving small business firms; and 

(B) give preference to business units located in the United 
States which agree that products embodying inventions made 
under the cooperative research and development agreement or 
produced through the use of such inventions will be manufac- 
tured substantially in the United States and, in the case of any 
industrial organization or other person subject to the control of 
a foreign company or government, as appropriate, take into 
consideration whether or not such foreign government permits 
United States agencies, organizations, or other persons to enter 
into cooperative research and development agreements and 
licensing agreements. 
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(5)(A) If the head of the agency or his designee desires an oppor- 
tunity to disapprove or require the modification of any such agree- 
ment presented by the director of a Government-operated labo- 
ratory, the agreement shall provide a 30-day period within which 
such action must be taken beginning on the date the agreement is 
presented to him or her by the head of the laboratory concerned. 

(B) In any case in which the head of an agency or his designee 
disapproves or requires the modification of an agreement present- 
ed, by the director of a Government-operated laboratory under this 
section, the head of the agency or such designee shall transmit a 
written explanation of such disapproval or modification to the head 
of the laboratory concerned. 

(C) (1) Any agency which has contracted with a non-Federal entity 
to operate a laboratory shall review and approve, request specific 
modifications to, or disapprove a joint work statement that is 
submitted by the director of such laboratory within 90 days after 
such submission. In any case where an agency has requested 
specific modifications to a joint work statement, the agency shall 
approve or disapprove any resubmission of such joint work state- 
ment within 30 days after such resubmission, or 90 days after the 
original submission, whichever occurs later. No agreement may be 
entered into by a Government-owned, contractor-operated labo- 
ratory under this section before both approval of the agreement 
under clause (iv) and approval under this clause of a joint work 
statement. 

(II) In any case in which an agency which has contracted with a 
non-Federal entity to operate a laboratory disapproves or requests 
the modification of a joint work statement submitted under this 
section, the agency shall promptly transmit a written explanation of 
such disapproval or modification to the director of the laboratory 
concerned. 

(III) Any agency which has contracted with a non-Federal entity 
to operate a laboratory’ or laboratories shall develop and provide to 
such laboratory or laboratories one or more model cooperative 
research and development agreements, for the purposes of stan- 
dardizing practices and procedures, resolving common legal issues, 
and enabling review of cooperative research and development 
agreements to be carried out in a routine and prompt manner. 

(iv) An agency which has contracted with a non-Federal entity to 
operate a laboratory shall review each agreement under this sec- 
tion. Within 30 days after the presentation, by the director of the 
laboratory’, of such agreement, the agency shall, on the basis of such 
review, approve or request specific modification to such agreement. 
Such agreement shall not take effect before approval under this 
clause. 
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(v) If an agency fails to complete a review under clause (iv) 
within the 30-dav period specified therein, the agency shall submit 
to the Congress, within 10 days after the end of that 30-day period, a 
report on the reasons for such failure. The agency shall, at the end 
of each successive 30-day period thereafter during which such 
failure continues, submit to the Congress another report on the 
reasons for the continuing failure. Nothing in this clause relieves 
the agency of the requirement to complete a review under clause 
(iv). 

(vi) In any case in which an agency which has contracted with a 
non-Federal entity to operate a laboratory requests the modification 
of an agreement presented under this section, the agency shall 
promptly transmit a written explanation of such modification to the 
director of the laboratory concerned. 

(6) Each agency shall maintain a record of all agreements en- 
tered into under this section. 

(7) {A) No trade secrets or commercial or financial information 
that is privileged or confidential, under the meaning of section 
552(b)(4) of Title 5, which is obtained in the conduct of research or 
as a result of activities under this chapter from a non-Federal party 
participating in a cooperative research and development agreement 
shall be disclosed. 

(B) The director, or in the case of a contractor-operated labo- 
ratory, the agency, for a period of up to 5 years after development 
of information that results from research and development activi- 
ties conducted under this chapter and that would be a trade secret 
or commercial or financial information that is privileged or confi- 
dential if the information had been obtained from a non-Federal 
party participating in a cooperative research and development 
agreement, may provide appropriate protections against the dissem- 
ination of such information, including exemption from subchapter 
II of chapter 5 of Title 5. 

(d) Definitions 

As used in this section — 

(1) the term "cooperative research and development agree- 
ment" means any agreement between one or more Federal 
laboratories and one or more non-Federal parties under which 
the Government, through its laboratories, provides personnel, 
services, facilities, equipment, or other resources with or with- 
out reimbursement (but not funds to non-Federal parties) and 
the non-Federal parties provide funds, personnel, services, facil- 
ities, equipment, or other resources toward the conduct of 
specified research or development efforts which are consistent 
with the missions of the laboratory; except that such term does 
not include a procurement contract or cooperative agreement 
as those terms are used in sections 6303, 6304, and 6305 of Title 
31 ; 
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(2) the term "laboratory" means — 

(A) a facility or group of facilities owned, leased, or 
otherwise used by a Federal agency, a substantial purpose 
of which is the performance of research, development, or 
engineering by employees of the Federal Government; 

(B) a group of Government-owned, contractor-operated 
facilities under a common contract, when a substantial 
purpose of the contract is the performance of research and 
development for the Federal Government; and 

(C) a Government-owned, contractor-operated facility 
that is not under a common contract described in subpara- 
graph (B), and the primary purpose of which is the per- 
formance of research and development for the Federal 
Government, 

but such term does not include any facility covered by Execu- 
tive Order No. 12344, dated February 1, 1982, pertaining to the 
Naval nuclear propulsion program; and 

(3) the term "joint work statement" means a proposal pre- 
pared for a Federal agency by the director of a Government- 
owned, contractor-operated laboratory describing the purpose 
and scope of a proposed cooperative research and development 
agreement, and assigning rights and responsibilities among the 
agency, the laboratory, and any other party or parties to the 
proposed agreement. 

(©) Determination of laboratory missions 

For purposes of this section, an agency shall make separate 
determinations of the mission or missions of each of its laborato- 
ries. 

(f) Relationship to other laws 

Nothing in this section is intended to limit or diminish existing 
authorities of any agency. 

(g) Principles 

In implementing this section, each agency which has contracted 
with a non-Federal entity to operate a laboratory shall be guided by 
the following principles: 

(1) The implementation shall advance program missions at 
the laboratory, including any national security mission. 

(2) Classified information and unclassified sensit'vc informa- 
tion protected by law, regulation, or Executive order shall be 
appropriately safeguarded. 

(Pub.L. 96-480, § 12, as added and renumbered § 11, Pufc.L. 99-502, §§ 2, 
9(e)(1), Oct. 20, 1986, 100 Stat. 1785, 1797; renumbered § 12, Pub.L. 
100-418, Title V, § 5122(a)(1), Aug. 23, 1988, 102 Stat. 1438; Pub.L. 
100-519, Title in, § 301, Oct. 24, 1988, 102 Stat. 2597; Pub.L. 101-189, Db\ 
C, Title XXXI, § 3133(a), (b), Nov. 29, 1989, 103 Stat. 1675-1677.) 
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Historical and Statutory Notes 


References In Text. Executive Order 
No. 12344, referred to in subsec. (d)(2), 
is set out as a note under 42 L'.S.C.A. 
§ 71S8. 

1989 Amendment. Subsec. (a). Pub.L. 
101-189. § 3133(a)(1)(A), inserted ", and, 
to the extent provided in an agency-ap- 
proved joint work statement, the di- 
rector of any of its Government-owned, 
contractor-operated laboratories" after 
''Government-operated Federal laborato- 
ries” in provisions preceding par. (1). 

Subsec. (a)(2). Pub.L. 101-189, 
§ 3133(a)(1)(B), (C), substituted "(in the 
case of a Government-owned, contrac- 
tor-operated laboratory, subject to sub- 
section (c) of this section) for inventions 
made or other intellectual property de- 
veloped at the laboratory and other in- 
ventions or other intellectual property 
that" for "for Government-owned inven- 
tions made or other intellectual property 
developed at the laboratory and other 
inventions or other intellectual property 
of Federal employees that". 

Subsec. (b). Pub.L. 101-189, 
§ 3133(a)(2)(A), inserted ", and, to the 
extent provided in an agency-approved 
joint work statement, a Government- 
owned, contractor-operated laboratory," 
after "Government-operated Federal lab- 
oratory" in provisions preceding par. (1). 

Pub.L. 101-189, § 3133(a)(2)(C), fol- 
lowing numbered paragraphs, added un- 
designated provisions that a Govern- 
ment-owned, contractor-operated labo- 
ratory that enters into a cooperative re- 
search and development agreement un- 
der subsec. (a)(1) of this section may use 
or obligate royalties or other income ac- 
cruing to such laboratory under such 
agreement with respect to any invention 
only (i) for payments to inventors; (ii) 
for the purposes described in section 
3710c(a)(l)(B)(i), (ii), and (iv) of this 
title, and (iii) for scientific research and 
development consistent with the re- 
search. and development mission and ob- 
jectives of the laboratory. 

Subsec. (b)(2). Pub.L. 101-189, 
§ 3133(a)(2)(B), substituted "a labo- 
ratory employee" for "a Federal employ- 
ee". 

Subsec. (c)(3)(A). Pub.L. 101-189, 
§ 3133(a)(3), substituted "standards of 
conduct for its employees" for "employ- 
ee standards of conduct". 

Subsec. (c)(5)(A). Pub.L. 101-189, 
§ 3133(a)(4), inserted "presented by the 


director of a Government-operated labo- 
ratory" after "any such agreement". 

Subsec. (c)(5)(B). Pub.L. 101-189, 
§ 3133(a)(5). inserted "by the director of 
a Government-operated laboratory" after 
"an agreement presented". 

Subsee. (c)(5)(C). Pub.L. 101-189, 
§ 3133(a)(6), added subpar. (C). 

Subsec. (c)(7). Pub.L. 101-189. 

§ 3133(a)(7), added par. i7). 

Subsec. (d)(2). Pub.L. 101-189, 

§ 3133(a)(8)(B), designated existing pro- 
visions in part as subpar. (A), added sub- 
pars. (B) and (C), and added provision, 
following subpar. (C), that such term 
docs not include any facility covered by 
Executive Order No. 12344, dated Febru- 
ary 1, 1982, pertaining to the Naval nu- 
clear propulsion program. 

Subsec. (d)(3). Pub.L. 101-189, 

§ 3133(a)(8)(A), (C), added par. (3). 

Subsec. (g). Pub.L. 101-189, 

§ 3133(b), added subsec. (g). 

1988 Amendment. Subsec. (a)(2). 
Pub.L. 100-519, § 301(1), inserted refer- 
ence to other intellectual property, wher- 
ever appearing. 

Subsec. (b)f4), (5). Pub.L. 100-519, 
§ 301(2), added par. (4). Former par. 
(4) redesignated (5). 

Magnetic Levitation Technology. 
Secretary of the Army, in cooperation 
with the Secretary of Transportation, au- 
thorized to conduct research and devel- 
opment activities on magnetic levitation 
technology with funds ($ 1,000,000 autho- 
rized for fiscal year 1990 and 54,000,000 
authorized for fiscal year 1991) to re- 
main available until expended, see sec- 
tion 417 of Pub.L. 101-640, set out as a 
note under 33 U.S.C.A. § 2313. 

Contract Provisions. Section 3133(d) 
of Pub.L. 101-189; as amended Pub.L. 
101-510, Div. A, Title VIII, § 828(a), 
Nov. 5. 1990, 104 Stat. 1607, provided 
that: 

**(1) Not later than 150 days after the 
date of enactment of this Act (Nov. 29, 
1989], each agency which has contracted 
with a non-Federal entity to operate a 
Government-owned laboratory snail pro- 
pose for inclusion in that laboratory's 
operating contract, to the extent not al- 
ready included and subject to paragraph 
(6), appropriate contract provisions 
that— 
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"(A) establish technology transfer, 
including cooperative research and de- 
velopment agreements, as a mission 
for the laboratory under section 
11(a)(1) of the Stevenson-Wvdler Tech- 
nology Innovation Act of 1980 (section 
3710(a)(1) of this title]; 

"(B) describe the respective obli- 
gations and responsibilities of the 
agency and the laboratory with respect 
to this part (sections 3131 to 3133 of 
Pub.L. 101-1*°]; and section 12 of the 
Stevenson-Wvdler Technology Innova- 
tion Act of 1980 (this section]: 

"(C) require that, except as provided 
in paragraph (2), no employee of the 
laboratory shall have a substantial role 
(including an advisory role) in the 
preparation, negotiation, or approval 
of a cooperative research and develop- 
ment agreement if, to such employee's 
knowledge — 

"(f) such employee, or the spouse, 
child, parent, sibling, or partner of 
such employee, or an organization 
(other than the laboratory) in which 
such employee serves as an officer, 
director, trustee, partner, or employ- 
ee — 

"(I) holds a financial interest in 
any entity, other than the labo- 
ratory, that has a substantial interest 
in the preparation, negotiation, or 
approval of the cooperative research 
and development agreement; or 
"(II) receives a gift or gratuity 
from any entity, other than the labo- 
ratory. that has a substantial interest 
in the preparation, negotiation, or 
approval of the cooperative research 
and development agreement; or 
"(11) a financial interest in any en- 
tity, other than the laboratory, that 
has a substantial interest in the 
preparation, negotiation, or approv- 
al of the cooperative research and 
development agreement, is held by 
any person or organization with 
whom such employee is negotiating 
or has any arrangement concerning 
prospective employment; 

"(D) require that each employee of 
the laboratory who negotiates or ap- 
proves a cooperative research and de- 
velopment agreement shall certify to 
the agency that the circumstances de- 
scribed in subparagraph (C)(i) and (ii) 
do not apply to such employee; 

"(E) require the laboratory to wide- 
ly disseminate information on oppor- 
tunities to participate with the labo- 


ratory in technology transfer, includ- 
ing cooperative research and develop- 
ment agreements; and 
"(F) provides for an accounting of 
all royalty or other income received 
under cooperative research ar.d devel- 
opment agreements. 

"(2) The requirements described in 
paragraph (1)(C) and (Di shall not apply 
in a case where the negotiating or ap- 
proving employee advises the agency 
that reviewed the applicable joint work 
statement under section 1 ’(c)(5)(C)(i) of 
the Stevenson-Wvdler Technology Inno- 
vation Act of 1980 (subsec. (c)(5)(C)(i) of 
this section) in advance of the matter in 
which he is to participate and the nature 
of any financial interest described in 
paragraph (1)(C), and where the agency 
employee determines that such financial 
interest is not so substantial as to be 
considered likely to affect the integrity 
of the laboratory employee's sen : ce in 
that matter. 

"(3) Not later than 180 days after the 
date of enactment of this Act (Nov. 29, 
1989], each agency which has contracted 
with a non-Federal entity to operate a 
Government-owned laboratory' shall sub- 
mit a report to the Congress which in- 
cludes a copy of each contract provision 
amended pursuant to this subsection. 

"(4) No Government-owned, contrac- 
tor-operated laboratory' may enter into a 
cooperative research and development 
agreement under section 12 of the Stc- 
venson-Wvdler Technology Innovation 
Act of 1980 (this section] unless — 

“(A) that laboratory's operating con- 
tract contains the provisions described 
in paragraph (1)(A) through (F); or 
"(B) such laboratory agrees in a sep- 
arate writing to be bound by the provi- 
sions described in paragraph (1)(A) 
through (F). 

"(5) Any contract for a Government- 
owned, contractor-operated laboratory 
entered into after the expiration of 150 
days after the date of enactment of this 
Act (Nov, 29, 1989] shall contain the 
provisions described in paragraph (1)(A) 
through (F)." 

"(6) Contract provisions referred to in 
paragraph (1) shall include only such 
provisions as are necessary to carry out 
paragraphs (1) and (2) of this subsec- 
tion." 

(Pub.L. 101-510, Div. A, Title VIII, 
§ 828(b), Nov. 5, 1990, 104 Stat. 1607, 
provided that: “Paragraph (6) of 3133(d) 
of such Act (par. 6 of this note] as added 
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by subsection (a), shall apply only to 
contracts entered into after the date of 
enactment of this Act [Nov. 5, 1990]."] 
Legislative History. For legislative 
history and purpose of Pub.l. 99-502, 
see 1986 U.S. Code Cong, and Adtn. 


News, p. 3442. See, also, Pub.L. 
100-418, 1988 U.S.Code Cong, and Adm. 
News. p. 1547: Pub.L. 100-519, 1988 L'.S. 
Code Cong, and Adm.News, p. 3269; 
Pub.L. 101-189, 1989 U.S. Code Cong, 
and Adm. News, p. 838. 
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SUBJECT: PHS POLICY FOR ENSURING FAIRNESS OF ACCESS IN 

COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS 

I . PURPOSE 

This document establishes guidelines for PHS Federal 
Laboratories to ensure fairness in the process of 
initiating and developing a Cooperative Research and 
Development Agreement (CRADA) . 

II. BACKGROUND 


The purpose of the Federal Technology Transfer Act of 
1986 is to facilitate the transfer of commercially 
useful technologies from the Federal Laboratories into 
the private sector through collaborations under 
CRADAs , These agreements are intended to increase 
research and development interactions between Federal 
Laboratories and industry through joint participation 
in collaborative projects , including the provision of 
personnel , services and property. In addition , 
industry, but not the Federal Government, may provide 
funding . 

The legislation gives the Federal Laboratories 
authority to negotiate terms and conditions with a 
wide range of parties. Although the legislation does 
not specify that CRADAs must be competed , the law does 
require that consideration shall be given to small 
business firms and consortia involving small business 
firms, and preference be given to business units 
located in the United States which agree that products 
resulting from the CRADAs shall be manufactured 
substantially in the United States . 

Since procurement rules do not apply to CRADAs , the 
Federal Laboratories have considerable flexibility in 
determining how and with whom to enter into 
collaborations. However, the manner in which 
collaborators or sponsors are selected is important to 
both the importance and reality of fairness . The 
question of fairness will be viewed as particularly 
important by others who view themselves as qualified 
when the private sector partner selected stands to 
benefit substantially as a result of the 
collaboration . 
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Many legitimate collaborations between government and 
industry scientists have grown from informal exchanges 
between them. The policy described is intended to 
assist in allowing participation in C RADAs by a wide 
range of organizations, many of which do not have 
established relationships with PHS scientists. 

III. APPLICABILITY 

Four PHS agencies operate research laboratories which 
are affected by the Acts National Institutes of 
Health; Alcohol, Drug Abuse and Mental Health 
Administration? Centers for Disease Control; and Food 
and Drug Administration. For the purposes of this 
policy, each of these agencies is considered a PHS 
Federal Laboratory. 

IV. POLICY 


"The policy of the PHS is to facilitate the 
development of C RADAs with the private sector through 
a process that will ensure fairness and implement the 
preferences established by the Federal Technology 
Transfer Act . " 

V. GUIDELINES 

This section establishes guidelines on the activities 
that PHS Federal Laboratories are encouraged to engage 
in, but are not limited to, to ensure that the 
opportunity to participate in a CRADA is given to all 
potentially interested organizations . 


A. PUBLIC NOTIFICATION ACTIVITIES 

The various public notification activities are 
described below. 

1. Routine Announcements 


Each PHS Federal Laboratory should implement 
a process for periodically, informing outside 
parties of available collaborative; 
opportunities and for encouraging access to 
the Federal Laboratories by industry. 

Federal Laboratories are encouraged to use 
at least one of the following activities on 
an annual basis : 
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(a) General Announcements . Publish an 
announcement which generally outlines 
the types of research opportunities 
available for collaboration and 
identifies a central point for 
interested parties to contact. General 
announcements can be made through the 
Federal Register : Commerce Business 
Daily ; scientific, professional, and 
trade journals; or association 
publications . 

(b) Industry Collaboration Forums . Conduct 
or participate in an Industry 
Collaboration Forum to bring together 
interested Federal Laboratory 
scientists and private sector company 
or other outside representatives. 

(c) Directory Listing . If financially 
feasible, develop a directory listing 
of potential Federal Laboratory 
scientist collaborators, areas of 
research interests, and Government- 
owned patents available for licensing. 
This information would be provided at 
cost to all interested parties upon 
request. The general announcement 
could indicate that this directory is 
available . 

Once an area of research that the Federal 
Laboratory is interested in collaborating on 
is included in a routine announcement, no 
additional public notification is needed 
before entering into a CRADA. 
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contractor ownership of the Invention. 
Moreover, If the agency is concerned 
only about specific uses or applica- 
tions of the Invention, It shall consider 
leaving title in the contractor with ad- 
ditional conditions Imposed upon the 
contractor’s use of the Invention for 
such applications or with expanded 
government license rights In such ap- 
plications. 

<d) A determination not to allow the 
contractor to retain title to a subject 
Invention or to restrict or condition Its 
title with conditions differing from 
those in the clause at 1 401.14(a), 
unless made by the head of the 
agency, shall be appealable by the con- 
tractor to an agency official at a level 
above the person who made the deter- 
mination. This appeal shall be subject 
to the procedures applicable to ap- 
peals under | 401.11 of this part. 

S 401.14 Submissions and Inquiries. 

All submissions or Inquiries should 
be directed to Federal Technology 
Management Policy Division, tele- 
phone number 202-377-0859, Room 
H4837, U.S. Department of Commerce, 
Washington, DC 20230. 

PART 404— LICENSING OF 
GOVERNMENT OWNED INVENTIONS 

Bee. 

404.1 Scope of part. 

404.8 Policy and objective. 

404.3 Definitions. 

404.4 Authority to grant licenses. 

404.5 Restrictions and conditions on all li- 
censes granted under this part. 

404.6 Nonexclusive licenses. 

404.7 Exclusive and partially exclusive li- 
censes. 

404.8 Application for a license. 

404.9 Notice to Attorney General. 

404.10 Modification and termination of li- 
censes. 

404.11 Appeals. 

404.18 Protection and administration of In- 
ventions. 

404.13 Transfer of custody. 

404.14 Confidentiality of Information. 

Authority: 35 U.8.C. 208: sec. 3(g) of 
DOO 10-1. 

Source #0 FR #808, Mar. 18, 1985, unless 
otherwise noted. 


37 CFR Ch. IV (7-1-69 Edition) 

6 404.1 Scope of part. 

This part prescribes the terms, con- 
ditions, end procedures upon which a 
federally owned Invention, other than 
an invention In the custody of the 
Tennessee Valley Authority, may be li- 
censed. It supersedes the regulations 
at 41 CFR Subpart 101-4.1. This part 
does not affect licenses which (a) were 
In effect prior to July 1, 1981; (b) may 
exist at the time of the Government's 
acquisition of title to the Invention, in- 
cluding those resulting from the allo- 
cation of rights to, Inventions made 
under Oovemment research and devel- 
opment contracts; (c) are the result of 
an authorized exchange of rights In 
the settlement of patent disputes; or 
(d) are otherwise authorized by law or 
treaty, 

B 404.8 Policy and objective. 

It Is the policy and objective of this 
subpart to use the patent system to 
promote the utilization of Inventions 
arising from federally supported re- 
search or development. 

B 404.3 Definitions. 

(a) ‘’Federally owned Invention’’ 
means an Invention, plant, or design 
which Is covered by a patent, or patent 
application In the United States, or a 
patent, patent application, plant varie- 
ty protection, or other form of protec- 
tion, In a foreign country, title to 
which has been assigned to or other- 
wise vested in the United States Gov- 
ernment. 

(b) "Federal agency” means an exec- 
utive department, military depart- 
ment, Government corporation, or In- 
dependent establishment, except the 
Tennessee Valley Authority, which 
has custody of a federally owned in- 
vention. 

(c) "Small business firm” means a 
small business concern as defined In 
section 2 of Pub. L. 85-538 (15 U.S.C. 
832) and Implementing regulations of 
the Administrator of the Small Busi- 
ness Administration. 

(d) "Practical application” means to 
manufacture, in the case of a composi- 
tion or product, to practice In the case 
of a process or method, or to operate 
In the case of a machine or system, 
and. In each case, under such condi- 
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ttons as to establish that the Invention 
Is being utilized and that Its benefits 
are to the extent permitted by law or 
Government regulations available to 
the public on reasonable terms. 

<e) "United States” means the 
United States of America, Its territo- 
ries and possessions, the District of 
Columbia, and the Commonwealth of 
Puerto Rico. 

0 404.4 Authority to grant licensee. 

Federally owned Inventions shall be 
made available for licensing as deemed 
appropriate In the public Interest. Fed- 
eral agencies having custody of feder- 
ally owned Inventions may grant non- 
exclusive, partially exclusive, or exclu- 
sive licenses thereto under this part. 

1404.5 Restrictions and conditions on all 
licenses granted under this part 

(a) (1) A license may be granted only 
If the applicant has supplied the Fed- 
eral agency with a aatlfaetory plan for 
development or marketing of the In- 
vention, or both, and with Information 
about the applicant's capability to ful- 
fill the plan. 

(2) A license granting rights to use 
or sell under a federally owned Inven- 
tion In the United States shall normal- 
ly be granted only to a licensee who 
agrees that any products embodying 
the Invention or produced through the 
use of the Invention will be manufac- 
tured substantially in the United 
States. 

(b) Licenses shall contain such terms 
and conditions as the Federal agency 
determines are appropriate for the 
protection of the Interests of the Fed- 
eral Government and the public and 
are not in conflict with iaw or this 
part. The following terms and condi- 
tions apply to any license: 

(1) The duration of the license shall 
be for a period specified In the license 
agreement, unless sooner terminated 
In accordance with this part. 

(2) The license may be granted for 
all or less than all fields of use of the 
invention or In specified geographical 
areas, or both. 

(3) The license may extend to sub- 
sidiaries of the licensee or other par- 
ties If provided for in the license but 
shall be nonasslgnable without ap- 
proval of the Federal agency, except 


to the successor of that part of the li- 
censee's business to which the Inven- 
tion pertains. 

(4) The licensee may provide the li- 
cense the right to grant sublicensee 
under the license, subject to the ap- 
proval of the Federal agency. Each 
subllcense shall make reference to the 
license, Including the rights retained 
by the Government, and a copy of 
such subllcense shall be furnished to 
the Federal agency. 

(5) The license shall require the li- 
censee to carry out the plan for devel- 
opment or marketing of the Invention, 
or both, to bring the Invention to prac- 
tical application within a period speci- 
fied In the license, and to continue to 
make the benefits of the Invention 
reasonably accessible to the public. 

(8) The license shall require the li- 
censee to report periodically on the 
utilization or efforts at obtaining utili- 
zation that are being made by the li- 
censee, with particular reference to 
the plan submitted. 

(7) Licenses may be royalty-free or 
for royalties or other consideration. 

(8) Where an agreement Is obtained 
pursuant to 1 404.G(aX2> that any 
products embodying the Invention or 
produced through use of the Invention 
will be manufactured substantially In 
the United States, the license shall 
recite such agreement. 

(6) The license shall provide for the 
right of the Federal agency to termi- 
nate the license, in whole or In part, If: 

(1) The Federal agency determines 
that the licensee Is not executing the 
plan submitted with Its request for a 
license and the licensee cannot other- 
wise demonstrate to the satisfaction of 
the Federal agency that it has taken 
or can be expected to take within a 
reasonable time effective steps to 
achieve practical application of the In- 
vention; 

(ID The Federal agency determines 
that such action Is necessary to meet 
requirements for public use specified 
by Federal regulations Issued after the 
date of the license and such require- 
ments are not reasonably satisfied by 
the licensee; 

(111) The licensee has willfully made 
a false statement of or willfully omit- 
ted a material fact In the license appll- 
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cation or In any report required by the 
license agreement: or 

(Iv) The licensee commits a substan- 
tial breach of a covenant or agreement 
contained In the license. 

(10) The license may be modified or 
terminated, consistent with this part, 
upon mutual agreement of the Federal 
agency and the licensee. 

(11) Nothing relating to the grant of 
a license, nor the grant itself, shall be 
construed to confer upon any person 
any Immunity from or defenses under 
the antitrust laws or from a charge of 
patent misuse, and the acquisition and 
use of rights pursuant to this part 
shall not be Immunized from the oper- 
ation of state or Federal law by reason 
of the source of the grant. 

9 404.6 Nonexclusive licenses. 

(a) Nonexclusive licenses may be 
granted under federally owned Inven- 
tions without publication of availabil- 
ity or notice of a prospective license. 

(b) In addition to the provisions of 
( 404.5, the nonexclusive license may 
also provide that, after termination of 
a period specified In the license agree- 
ment, the Federal agency may restrict 
the license to the fields of use or geo- 
graphic areas, or both. In which the li- 
censee has brought the Invention to 
practical application and continues to 
make the benefits of the Invention 
reasonably accessible to the public. 
However, such restriction shall be 
made only In order to grant an exclu- 
sive or partially exclusive license In ac- 
cordance with this subpart. 

B 404.7 Exclusive and partially exclusive 
licenses. 

(a)(1) Exclusive or partially exclu- 
sive domestic licenses may be granted 
on federally owned Inventions three 
months after notice of the Invention's 
availability has been announced In the 
Federal Register, or without such 
notice where the Federal agency de- 
termines that expeditious granting of 
such a license will best serve the Inter- 
est of the Federal Government and 
the public; and In either situation, 
only If; 

(1) Notice of a prospective license, 
Identifying the Invention and the pro- 
spective licensee, has been published 
In the Federal Register, providing op- 


portunity for filing written objections 
within a 60-day period; 

(ID After expiration of the period in 
1 404.7(a)(l)(l) and consideration of 
any written objections received during 
the period, the Federal agency has de- 
termined that; 

(A) The Interests of the Federal 
Government and the public will best 
be served by the proposed license, In 
view of the applicant’s Intentions, 
plans, and ability to bring the Inven- 
tion to practical application or other- 
wise promote the Invention’s utiliza- 
tion by the public; , 

(B) The desired practical application 
has not been achieved, or la not likely 
expeditiously to be achieved, under 
any nonexclusive license which has 
been granted, or which may be grant- 
ed, on the Invention; 

(C) Exclusive or partially exclusive 
licensing Is a reasonable and necessary 
Incentive to call forth the investment 
of risk capital and expenditures to 
bring the Invention to practical appli- 
cation or otherwise promote the Inven- 
tion’s utilization by the public; and 

(D) The proposed terms and scope of 
exclusivity are not greater than rea- 
sonably necessary to provide the In- 
centive for bringing the Invention to 
practical application or otherwise pro- 
mote the Invention's utilization by the 


public; 

(111) The Federal agency has not de- 
termined that the grant of such li- 
cense will tend substantially to lessen 
competition or result In undue concen- 
tration In any section of the country 
In any line of commerce to which the 
technology to be licensed relates, or to 
create or maintain other situations In- 
consistent with the antitrust laws; and 

(Iv) The Federal agency has given 
first preference to any small business 
firms submitting plans that are deter- 
mined by the agency to be within the 
capabilities of the firms and as equally 
likely. If executed, to bring the Inven- 
tion to practical application as any 
plans submitted by applicants that are 
not small business firms. , 

(2) In addition to the provisions oi 
f 404.6, the following terms and condi- 
tions apply to domestic exclusive an 
partially exclusive licenses; . 

(1) The license shall be subject to in° 
irrevocable, royalty-free right oi i 
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Government of the United States to 
practice and have practiced the Inven- 
tion on behalf of the United States 
and on behalf of any foreign govern- 
ment or International organization 
pursuant to any existing or future 
treaty or agreement with the United 
States. 

(II) The license shall reserve to the 
Federal agency the right to require 
the licensee to grant subtlcenses to re- 
sponsible applicants, on reasonable 
terms, when necessary to fulfill health 
or safety needs. 

(III) The license shall be subject to 
any licenses In force at the time of the 
grant of the exclusive or partially ex- 
clusive license. 

(Iv) The license may grant the li- 
censee the right of enforcement of the 
licensed patent pursuant to the provi- 
sions of Chapter 29 of Title 36, United 
States Code, or other statutes, as de- 
termined appropriate In the public In- 
terest. 

(b)(1) Exclusive or partially exclu- 
sive licenses may be granted on a fed- 
erally owned Invention covered by a 
foreign patent, patent application, or 
other form of protection, provided 
that; 

(1) Notice of a prospective license. 
Identifying the Invention and prospec- 
tive licensee, has been published in the 
Fideral Register, providing opportu- 
nity for filing written objections 
within a (10-day period and following 
consideration of such objections; 

(ID The agency has considered 
whether the Interests of the Federal 
Government or United States Industry 
In foreign commerce will be enhanced; 
and 

(III) The Federal agency has not de- 
termined that the grant of such li- 
cense will tend substantially to lessen 
competition or result In undue concen- 
tration In any section of the United 
States In any line of commerce to 
»hich the technology to be licensed 
relates, or to create or maintain other 
•Ituatlons Inconsistent with antitrust 
laws. 

(2) In addition to the provisions of 
M04.B the following terms and condi- 
tions apply to foreign exclusive and 
Partially exclusive licenses; 

(I) The license shall be subject to the 
“revocable, royalty-free right of the 


Government of the United States to 
practice and have practiced the inven- 
tion on behalf of the United States 
and on behalf of any foreign govern- 
ment or International organization 
pursuant to any existing or future 
treaty or agreement with the United 
States. 

(II) The license shall be subject to 
any licenses In force at the time of the 
grant of the exclusive or partially ex- 
clusive license, 

(III) The license may grant the li- 
censee the right to take any suitable 
and necessary actions to protect the li- 
censed property, on behalf of the Fed- 
eral Government. 

(c) Federal agencies shall maintain a 
record of determinations to grant ex- 
clusive or partially exclusive licenses. 

9 404.8 Application for a license. 

An application for a license should 
be addressed to the Federal agency 
having custody of the Invention and 
shall normally include: 

(a) Identification of the Invention 
for which the license Is desired Includ- 
ing the patent application serial 
number or patent number, title, and 
date. If known; 

(b) Identification of the type of li- 
cense for which the application Is sub- 
mitted; 

(c) Name and address of the person, 
company, or organization applying for 
the license and the citizenship or place 
of Incorporation of the applicant; 

(d) Name, address, and telephone 
number of the representative of the 
applicant to whom correspondence 
should be sent; 

(e) Nature and type of applicant's 
business. Identifying products or serv- 
ices which the applicant has success- 
fully commercialized, and approximate 
number of applicant's employees; 

(f) Source of Information concerning 
the availability of a license on the In- 
vention; 

(g) A statement Indicating whether 
the applicant Is a small business firm 
as defined In 1 404.3(c) 

(h) A detailed description of appli- 
cant's plan for development or mar- 
keting of the Invention, or both, which 
should Include; 
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(1) A statement of the time, nature 
and amount of anticipated Investment 
of capita) and other resources which 
applicant belleveB will be required to 
bring the invention to practical appli- 
cation; 

(2) A statement as to applicant’s ca- 
pability and Intention to fulfill the 
plan, Including Information regarding 
manufacuturlng, marketing, financial, 
and technical resources; 

(3) A statement of the fields of use 
for which applicant Intends to practice 
the invention; and 

(4) A statement of the geographic 
areas In which applicant Intends to 
manufacture any products embodying 
the invention and geographic areas 
where applicant Intends to use or sell 
the Invention, or both; 

(I) Identification of licenses previ- 
ously granted to applicant under fed- 
erally owned inventions; 

(j) A statement containing appli- 
cant’s best knowledge of the extent to 
which the Invention is being practiced 
by private Industry or Government, or 
both, or is otherwise available com- 
mercially; and 

(k) Any other Information which ap- 
plicant believes will support & determi- 
nation to grant the license to appli- 
cant. 

§ 4C4.9 Notice to Attorney General. 

A copy of the notice provided for in 
8 404.7 (axixi) and (bXlXl) will be 
sent to the Attorney General. 

8 404.10 Modification and termination of 
licenses. 

Before modifying or terminating a li- 
cense, other than by mutual agree- 
ment, the Federal agency shall furnish 
the licensee and any sublicensee of 
record a written notice of Intention to 
modify or terminate the license, and 
the licensee and any sublicensee shall 
be allowed 30 days after such notice to 
remedy any breach of the license or 


show cause why the license shall not 
be modified or terminated. 

8 404.11 Appeals. 

In accordance with procedures pre- 
scribed by the Federal agency, the fol- 
lowing parties may appeal to the 
agency head or designee any decision 
or determination concerning the 
grant, denial, Interpretation, modifica- 
tion, or termination of a license; 

(a) A person whose application for a 
license has been denied, 

(b) A licensee whose license has been 
modified or terminated, in whole or In 
part; or 

<c) A person who timely filed a writ- 
ten objection In response to the notice 
required by { 404.7(aXl)(l) or 
1 404.7(bXlXi) and who can demon- 
strate to the satisfaction of the Feder- 
al agency that such person may be 
damaged by the agency action. 

8 404.12 Protection and administration of 
Inventions. 

A Federal agency may take any suit- 
able and necessary steps to protect 
and administer rights to federally 
owner Inventions, either directly or 
through contract. 

8 404.13 Transfer of custody. 

A Federal agency naving custody ot 
a federally owned Invention may 
transfer custody and administration, 
In whole or In part, to another Federal 
agency, of the right, title, or Interest 
In such Invention. 

8 404.14 Confidentiality of Information. 

Title 35, United States Code, section 
209, provides that any plan submitted 
pursuant to } 404.8(h) and any report 
required by § 404.5(b)(6) may be treat- 
ed by the Federal agency as commer- 
cial and financial Information ob- 
tained from a person and privileged 
and confidential and not subject to 
disclosure under section 562 of Title s 
of the United States Code. 
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